D 



in the United states patent and trademark office 

in re: u.s. patent no. 5,567,817 
issued: october 22, 1996 
to: stephen j. ray and kenneth richardson 
for: triazole antifungal agents 
from: serial no. 08/432,414 

OF: MAY 1, 1995 



Commissioner for Patents 
Box Patent Extension 
Washington, DC 20231 

Sir: 



RECEIVED 

- JUL 1 6 2002 
OFFICE OF PETITIONS 



EXTENSION OF PATENT TERM UNDER 35 U.S.C. §156 
Transmitted herewith are the application papers of PFIZER INC., dated July 
12, 2002, for extension of the term of U.S. Patent No. 5,567,187 under 35 
U.S.C. §156, based on the regulatory review period for VFEND® (Voriconazole) 
Tablets, together with two duplicate copies as required under 37 C.F.R. §1 .740(b) 
and two additional duplicate copies of the application pursuant to M.P.E.P. §2753, 
for a total of four copies and one original. 

As set forth under 37 C.F.R. §1.20(j), please charge the sum of $1,060.00 
to Deposit v Account No. 16-1445 for the filing of this application for extension of 
patent term. N Also, please charge any underpayment, or any additional fees that 
may be required, or credit any overpayment, to Deposit Account No. 16-1445. 



Two copies of this paper are enclosed. 

07/17/2002 AKELLEY 00000006 161445 5567817 
01 FC:111 1120.00 CH 



Date: July 15, 2002 



By 



Respectfully submitted, 
PFIZER INC. 



Adrian G. Looney 
Attorney for Applicant 
Reg. No. 41,406 
Tel.: (212) 733-1038 
Fax.: (212) 573-1939 




PFIZER INC. 

Legal Division 

1 50 East 42nd Street 

New York, NY 10017-5755 
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^> Patent Application 
Attorney Docket No. PC7704C 
Issued as U.S. Patent No. 5,567,817 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



IN RE: U.S. PATENT NO. 5,567,817 

ISSUED: OCTOBER 22, 1996 

TO: STEPHEN J. RAY AND 

KENNETH RICHARDSON 

FOR: TRIAZOLE ANTD7UNGAL AGENTS 

FROM: SERIAL NO. 08/432,414 



ASSOCIATE POWER OF ATTORNEY PURSUANT TO 37 C.F.R. § 1 .34 
Please recognize: 

Name of Attorney: Adrian G. Looney 

Address: Pfizer Inc. 

150 East 42 na Street 

Reg. No.: 41,406 

Tel. No.: (212)733-1038 

as an associate attorney to prosecute and to transact all business in the U.S. Patent and 
Trademark Office connected with the above-identified patent. 



Commissioner for Patents 
Box Patent Extension 
Washington, DC 20231 

Sir: 



OF: MAY 1,1995 






Respectfully submitted. 



Date: 



Pfizer, Inc 

Patent Department, 5 th floor 
150 East 42nd Street 
New York, NY 10017 
(212) 573-4585 



Bryan C. Zielinski 
Attorney for Applicants 
Reg. No. 34,462 
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



IN RE: U.S. PATENT NO. 5,567,817 

ISSUED: OCTOBER 22, 1996 

TO: STEPHEN J. RAY AND KENNETH RICHARDSON 

FOR: TRIAZOLE ANTIFUNGAL AGENTS 

FROM: SERIAL NO. 08/432,41 4 

OF: MAY 1, 1995 

Commissioner for Patents 
Box Patent Extension -^o 
Washington, DC 20231 <%x. 

Sir: % 

APPLICATION FOR EXTENSION OF THE TERM OF 
UNITED STATES PATENT NO. 5,567,817 UNDER 35 U.S.C. §156 
FOR VFEND® (VORICONAZOLE) TABLETS 

Your applicant, PFIZER INC., a corporation organized and existing under the 
laws of the State of Delaware, and having a place of business at 235 East 42nd 
Street, New York, NY 10017, United States of America, represents that it is the 
owner of the entire right, title and interest in and to Letters Patent of the United 
States No. 5,567,817 granted to STEPHEN J. RAY and KENNETH RICHARDSON 
on the 22nd day of October, 1996, for TRIAZOLE ANTIFUNGAL AGENTS, by 
virtue of assignments, recorded in the United States Patent and Trademark Office 
(hereinafter referred to as "the Patent Office") on the 25th day of January 1991, 
at Reel 5580, Frame 0166. 

Pursuant to the provisions of 37 C.F.R. §1.730, your applicant hereby 
applies for an extension of the term of Patent No. 5,567,817 under 35 U.S.C. 
§156 of 945 days, based on the materials set forth herein and in the 
accompanying papers. 

In the materials which follow herein, numbered paragraphs (1) through (15) 
correspond to paragraphs (1) through (15) of 37 C.F.R. § 1.740(a). 

(1) The approved product is VFEND® (voriconazole) Tablets. VFEND^ 
Tablets consist of voriconazole and pharmaceutically-acceptable carriers. 
Voriconazole is the generic name of the chemical compound which is known by 
the PFIZER INC. Code Number, UK-1 09,496, and it is further identified as follows: 
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(4) The active ingredient in VFEND Tablets is voriconazole. Said active 
ingredient has not been previously approved for commercial marketing or use 
under the Federal Food, Drug and Cosmetic Act, the Public Health Service Act or 
the Virus-Serum-Toxin Act. 

(5) This application is being submitted within the sixty day period permitted 
for its submission pursuant to 37 C.F.R. § 1.720(f). The last day on which this 
application could be submitted is July 22, 2002. 

(6) The patent for which an extension is being sought is identified as 
follows: 

Inventors: STEPHEN J. RAY AND KENNETH RICHARDSON 
Patent No.: 5,567,817 Qfy ^ 3^ 

For: TRIAZOLE ANTIFUNGAL DERIVATIVES ^ ^> 

Issued: OCTOBER 22, 1 996 ^ ^ 

Expires: OCTOBER 22, 201 3 ^ 

(7) A copy of Patent No. 5,567,817, the patent for which an extension is 
being sought, is attached hereto as EXHIBIT A. 

(8) A request for certificate of correction for Patent No. 5,567,817 was 
filed on June 14, 2002 and to this date has yet to be ruled on (a copy of the 
Request for Certificate of Correction and accompanying documents are included 
herewith as EXHIBIT B). One maintenance fee payment for Patent No. 5,567,817 
was made to keep the patent in force beyond four years from its issue date (a 
copy of the receipt from such payment is included herewith as EXHIBIT C). 
Patent No. 5,567,817 has no disclaimers or re-examination certificates. 

(9) Patent No. 5,567,817 claims the approved product, pharmaceutical 
compositions including the approved product, and a method of using the approved 
product. Claims 1 to 4 claim the approved product per se; claims 5 to 8 claim 
pharmaceutical compositions which contain the approved product and are useful 
for the approved use; and claims 1 0 to 12 claim the approved use of the approved 
product. A showing that lists each applicable patent claim and demonstrates the 
manner in which each applicable patent claim reads on the approved product, a 
pharmaceutical composition containing the approved product, or a method of 
using the approved product is as follows: 

Claim 1 of Patent No. 5,567,81 7 reads as follows: 
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Chemical Name 

(2R,3S)-2^2,4-difluorophenyl)-3-(5-fluoro-4-pyrimidinyl)-1-(1H-1 ,2,4-triazol- 
1-yl)-2-butanol 

Molecular Formula 

C 16 H l4 F 3 N 5 0 
Molecular Weight 

349.3 
Physical Description 

VFEND 0 Tablets contain 50 mg or 200 mg of voriconazole. Voriconazole is 
a white to light-colored powder. The inactive ingredients include lactose 
monohydrate, pregelatinized starch, croscarmellose sodium, povidone, 
magnesium stearate and a coating containing hydroxypropyl 
methylcellulose, titanium dioxide, lactose monohydrate and triacetin. 

Chemical Formula 



(2) VFEND (voriconazole) Tablets was subject to regulatory review under 
section 505(b) of the Federal Food, Drug and Cosmetic Act, which is codified at 
21 U.S.C. §355(b). 

(3) VFEND® (voriconazole) Tablets received permission for commercial 
marketing or use under section 505(b) of the Federal Food, Drug and Cosmetic 
Act, 21 U.S.C. §355(b), on May 24, 2002. It was approved for the treatment of 
invasive aspergillosis and serious fungal infections caused by Scedosporium 
apiospermum and Fusarium spp. f including Fusasium solani, in patients intolerant 
of, or refractory to, other therapy. 
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A compound of the formula 




CH 3 R 2 



N 



or a pharmaceutical^ acceptable salt thereof, wherein R is 2,4-difluorophenyl, and 
R 2 is hydrogen or methyl." 

When R is 2,4-difluorophenyl and R 2 is H and the absolute configuration at 
the 2-position is R and S at the 3-position, the compound claimed is voriconazole. 
Therefore, claim 1 reads on the approved product. 

Claim 2 of Patent No. 5,567,817 reads as follows: 

"A compound of the formula 



or a pharmaceutically acceptable salt thereof, wherein R is 2,4-difluorophenyl, 2,4- 
dichlorophenyl, 2-chlorophenyl, 4-fluorophenyl,or 2-fluorophenyl." 

When R is 2,4-difluorophenyl and the absolute configuration at the 2- 
position is R and S at the 3-position the compound claimed is voriconazole. 
Therefore, claim 2 reads on the approved product. 

Claim 3 of Patent No. 5,567,817 claims 2-(2,4-difluorophenyl)-3-(5- 
fluoropyrimidin-4-yl)-1 -(1 H-1 ,2,4-triazol-1 -yl)butan-2-ol, or a pharmaceutically 
acceptable salt thereof, when the absolute configuration at the 2-position is R and 
S at the 3-position the compound claimed is voriconazole and a pharmaceutically 
acceptable salt of voriconazole, respectively. Therefore, claim 3 reads on the 
approved product. 

Claim 4 of Patent No. 5,567,817 claims (2R,3S)-2-(2,4-difluorophenyl)-3- 
(5-fluoropyrimidin-4-yl)-1 -(1 H-1 ,2,4-triazol-1 -yl)butan-2-ol, or a pharmaceutically 
acceptable salt thereof, which is voriconazole and a pharmaceutically acceptable 




CH 3 H 
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salt of voriconazole, respectively. Therefore, claim 4 reads on the approved 
product. 

Claim 5 of Patent No. 5,567,817 claims a pharmaceutical composition for 
treating a fungal infection in a mammal which comprise an effective amount of the 
compound of claim 1 and a pharmaceutical^ acceptable carrier. Since claim 1 
claims voriconazole claim 5 reads on a pharmaceutical composition comprising an 
effective amount of the approved product. 

Claim 6 of Patent No. 5,567,817 claims a pharmaceutical composition for 
treating a fungal infection in a mammal which comprise an effective amount of the 
compound of claim 2 and a pharmaceutical^ acceptable carrier. Since claim 2 
claims voriconazole claim 6 reads on a pharmaceutical composition comprising an 
effective amount of the approved product. 

Claim 7 of Patent No. 5,567,817 claims a pharmaceutical composition for 
treating a fungal infection in a mammal which comprise an effective amount of the 
compound of claim 3 and a pharmaceutical^ acceptable carrier. Since claim 3 
claims voriconazole claim 7 reads on a pharmaceutical composition comprising an 
effective amount of the approved product. 

Claim 8 of Patent No. 5,567,817 claims a pharmaceutical composition for 
treating a fungal infection in a mammal which comprise an effective amount of the 
compound of claim 4 and a pharmaceutical^ acceptable carrier. Since claim 4 
claims voriconazole claim 8 reads on a pharmaceutical composition comprising an 
effective amount of the approved product. 

Claim 9 of Patent No. 5,567,817 claims a method of treating a fungal 
infection in a mammal which comprises administering to said mammal an effective 
amount of the compound of claim 1 . Since claim 1 claims voriconazole claim 9 
reads on a method of using the approved product for the approved use. 

Claim 10 of Patent No. 5,567,817 claims a method of treating a fungal 
infection in a mammal which comprises administering to said mammal an effective 
amount of the compound of claim 2. Since claim 2 claims voriconazole claim 10 
reads on a method of using the approved product for the approved use. 

Claim 1 1 of Patent No. 5,567,817 claims a method of treating a fungal 
infection in a mammal which comprises administering to said mammal an effective 
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amount of the compound of claim 3. Since claim 3 claims voriconazole claim 1 1 
reads on a method of using the approved product for the approved use. 

Claim 12 of Patent No. 5,567,817 claims a method of treating a fungal 
infection in a mammal which comprises administering to said mammal an effective 
amount of the compound of claim 4. Since claim 4 claims voriconazole claim 1 2 
reads on a method of using the approved product for the approved use. 
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(10) The relevant dates and information pursuant to 35 U.S.C. § 156(g) in 
order to enable the Secretary of Health and Human Services to determine the 
applicable regulatory review period are as follows: 

• An exemption under subsection (i) of section 505 of the Federal Food, Drug 
and Cosmetic Act became effective for VFEND® (voriconazole) Tablets on 
September 27, 1995, following receipt by the Food and Drug 
Administration of Investigational New Drug ("IND") Application No. 48,735 
on August 28, 1995. 

• A New Drug Application ("NDA") under section 505(b) of the Federal Food, 
Drug and Cosmetic Act for VFEND® (voriconazole) Tablets was initially 
submitted on November 17, 2000, as NDA No. 21-266. 

• NDA No. 21-266 was approved on May 24, 2002. 
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(11) A brief description of the significant activities undertaken by the 
marketing applicant during the applicable regulatory review period with respect to 
the approved product and the significant dates applicable to such activities is 
attached hereto as EXHIBIT D. 
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(12) Applicant is of the opinion that Patent No. 5,567,817 is eligible for an 
extension under 35 U.S.C. §156. The length of extension claimed is 945 days. 

The eligibility requirements of 35 U.S.C. §§1 56(a) and 156(c)(4) have been 
satisfied as follows: 

Patent No. 5,567,817 claims a product, VFEND® (voriconazole) Tablets, 
pharmaceutical compositions including a product, VFEND® (voriconazole) 
Tablets, and a method of using a product, VFEND® (voriconazole) Tablets. 

• Patent No. 5,567,817 is currently set to expire on October 22, 2013 (i.e., 
the term of the patent has not yet expired). 

• The term of Patent No. 5,567,817 has never been extended under 
subsection (e)(1) of 35 U.S.C. §156. 

• This application for extension is being submitted by PFIZER INC., the owner 
of record of Patent No. 5,567,817, in accordance with the requirements of 
paragraphs (1) through (4) of 35 U.S.C. § 156(d). 

• The product, VFEND @ (voriconazole) Tablets, has been subject to a 
regulatory review period under section 505(b) of the Federal Food, Drug and 
Cosmetic Act before its commercial marketing or use, and the permission 
for said commercial marketing or use is the first permitted commercial 
marketing or use of the product under section 505(b) of the Federal Food, 
Drug and Cosmetic Act. 

• No patent has to this date been extended, nor has any other extension been 
applied for, under subsection (e)(1) of 35 U.S.C. §156, for the regulatory 
review period which forms the basis for this application for extension of the 
term of Patent No. 5,567,81 7. 

The length of extension of the term of Patent No. 5,567,817 of 945 days 
claimed by applicant was determined according to the provisions of 37 C.F.R. 
§1 .775 as follows: 

• According to 37 C.F.R. § 1.775(b), the length of extension is equal to the 
regulatory review period for the approved product, reduced as appropriate 
pursuant to paragraphs (d)(1) through (d)(6) of 37 C.F.R. §1.775. 

• According to 37 C.F.R. § 1.775(c), the regulatory review period is the sum 
of: (A) the number of days in the period beginning on the date the 
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exemption under subsection 505 of the Federal Food, Drug and Cosmetic 
Act became effective for the approved product and ending on the date the 
NDA was initially submitted under subsection 505 of the Federal Food, 
Drug and Cosmetic Act; and (B) the number of days in the period beginning 
on the date the NDA was initially submitted under subsection 505 of the 
Federal Food, Drug and Cosmetic Act and ending on the date the NDA was 
approved. The exemption under subsection 505(i) of the Federal Food, 
Drug and Cosmetic Act became effective on September 27, 1995; the NDA 
was initially submitted on November 17, 2000; and the NDA was approved 
on May 24, 2002. Hence, the regulatory review period under 37 C.F.R. 
§1 .775(c) is the sum of the period from September 27, 1995 to November 
17, 2000 and from November 18, 2000 to May 24, 2002. This is the sum 
of 1,878 days and 552 days, which is 2,430 days. 

• According to 37 C.F.R. § 1 .775(d)(1 )(i), the number of days in the 
regulatory review period which were on and before the date on which the 
patent issued must be subtracted. Patent No. 5,567,817 issued on 
October 22, 1996. Subtraction of the period on and before October 22, 
1996 leaves a reduced regulatory review period from October 23, 1996 to 
November 17, 2000 and from November 18, 2000 to May 24, 2002. This 
is the sum of 1,486 days and 552 days, which is 2,038 days. 

. 37 C.F.R. §1. 775(d)(1)(H) does not apply. 

• According to 37 C.F.R. §1 .775(d)(1 )(iii), the regulatory review period must 
then be reduced by one-half of the days remaining in the period defined in 
37 C.F.R. § 1.775(c)(1). This is one-half of 1,486 days, which is 743 days. 
After subtraction, this now leaves a reduced regulatory review period of 
743 days plus 552 days, which is 1 ,295 days. 

• According to 37 C.F.R. § 1 .775(d)(2), the reduced regulatory review period 
of 1,295 days must be added to the expiration date of Patent No. 
5,567,817 (i.e., October 22, 2013). This gives a date of May 9, 2017. 
According to 37 C.F.R. § 1 .775(d)(3), 14 years must be added to the date 
of approval of the approved product. This gives a date of May 24, 2016. 
According to 37 C.F.R. § 1 .775(d)(4), the earlier of these dates must be 
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selected. The earlier of these dates is May 24, 2016 (i.e., 945 days 
beyond the expiration date of the 5,567,817 patent). 

• The provisions of 37 C.F.R. § 1.775(d)(5) apply to this application, because 
Patent No. 5,567,817 issued after September 24, 1984. Pursuant to 37 
C.F.R. §1 .775(d)(5)(i) five (5) years are added to the expiration date of 
Patent No. 5,567,817 (October 22, 2013) giving a date of October 22, 
2018. According to 37 C.F.R. § 1 .775(d)(5)(ii), the dates obtained pursuant 
to 37 C.F.R. §1.775(d)(5)(i) and 37 C.F.R. § 1.775(d)(4) are compared and 
the earlier date is selected. The date calculated according to 37 C.F.R. 
§1 .775(d)(4) above is May 24, 2016. Therefore, the earlier of these dates 
is May 24, 2016. Applicant is entitled to an extension of term of Patent 
No. 5,567,817 until May 24, 2016, i.e., an extension of 945 days from 
original expiration date of October 22, 2013. 

• 37 C.F.R. § 1.775(d)(6) does not apply because Patent No. 5,567,817 
issued on October 22, 1996, after September 24, 1984. 

(13) Applicant acknowledges a duty to disclose to the Commissioner of 
Patents and Trademarks and the Secretary of Health and Human Services any 
information which is material to the determination of entitlement to the extension 
of 945 days which is being sought to the term of Patent No. 5,567,817. 

(14) The prescribed fee under 37 C.F.R. §1.20(j) for receiving and acting 
on this application for patent term extension is to be charged to Deposit Account 
No. 16-1445, as requested in the enclosed transmittal letter. 

(15) Please direct all inquiries and correspondence relating to this 

application for patent term extension as follows: 

Adrian G. Looney 

PFIZER INC. 

Legal Division 

1 50 East 42nd Street 

New York, NY 10017-5755 

Tel: (212) 733-1038 
Fax: (212) 573-1939 

Pursuant to 37 C.F.R. § 1.740(b), two duplicate copies of these application 
papers are enclosed herewith. Pursuant to M.P.E.P. §2753 an additional two 
copies of the application are also enclosed herewith. Accordingly, a total of four 

USERS\DOCS\LA21952\LPAGL\40880H.DOC / 186920 / VFEND PATENT TERM EXTENSION APPLICATION 





- 12- 



copies of the application and one original application for patent term extension of 
Patent No. 5,567,817 are submitted herewith. 

Applicant respectfully requests prompt and favorable action on the merits 
of this application for extension of the term of Letters Patent No. 5,567,817 of 
945 days, based on the regulatory review period for VFEND® (voriconazole) 



Tablets. 



Respectfully submitted, 
PFIZER INC. 



Date: July 1 5, 2002 




Adrian G. Looney 
Attorney for Applicant 
Reg. No. 41,406 
Tel.: (212) 573-4585 



PFIZER INC. 
Legal Division 
1 50 East 42nd Street 
New York, NY 10017 



-5755 
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FROM: (PLEASE PRINT) phO 

r PFIZER INC 

235 E 42N0 ST 
NEW YORK 



NY 10017-5755 

Re: PC7704C/BCZ 



TO: (PLEASE PRINT) 



PHONE L_ 



CcffTTmissioner for Patents 
Washington, D.C. 20231 



264 2/ 
FC2 



a Patent Application 
Docket No. PC7704C 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



IN RE APPLICATION OF: 



STEPHEN J. RAY, ET AL. 



Examiner: Morris, P. 



PATENT NO.: 5,567,817 



Group Art Unit: 1201 



ISSUE DATE: OCTOBER 22, 1996 



TITLE: 



TRIAZOLE ANTIFUNGAL AGENTS 



Commissioner for Patents 
Washington, D.C. 20231 



Sir: 



REQUEST FOR CERTIFICATE OF CORRECTION 



PFIZER INC., assignee of 100% interest on the above-identified patent, requests 
issuance of a Certificate of Correction, pursuant to 37 C.F.R. §1.322, in connection with the 
above-identified patent deed. A copy of the relevant assignment document is also attached 
hereto confirms that Pfizer Inc. is the assignee of 100% interest in the patent. 

The error to be corrected is listed in a Form PTO-1050, which is attached hereto in 
duplicate. 

The error is that claim 6, column 31, lines 3-6, is missing the dependent claim 
reference numeral -2—. Support for the correction can be found in the original specification 
of the above patent and in Amendment of claims submitted for the subject application on 
May 16, 1996. 

Because the error described above was the fault of the United States Patent and 
Trademark Office and, thus, correction thereof is under 37 C.F.R. §1.322, it is believed that 
no fee is due for issuance of the Certificate of Correction. However, if any fee is required 
under 37 C.F.R. §1.20, authorization is provided to charge the appropriate fee to Pfizer 
Deposit Account No. 16-1445. Two copies of this letter are enclosed. 



Respectfully submitted, 





Patent Department, 5th Floor 
150 East 42nd Street 
New York, NY 10017 
(212) 573-4585 



Bryan C. Zielinski 
ATTORNEY for Applicants 
Reg. No. 34,462 



EXPRESS MAIL NO.: EL 16281 6088US 



Patent Application 
Atton^Docket No. PC7704C 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



IN RE APPLICATION OF: 

STEPHEN J. RAY, ET AL. 



Examiner: Morris, P. 

PATENT NO.: 5,567,817 : 

Group Art Unit: 1201 

ISSUE DATE: OCTOBER 22, 1996 

TITLE: TRJAZOLE ANTIFUNGAL AGENTS 



Commissioner for Patents 
Washington, D.C. 20231 

Sir: 

REQUEST FOR CERTIFICATE OF CORRECTION 
PFIZER INC., assignee of 100% interest on the above-identified patent, requests 
issuance of a Certificate of Correction, pursuant to 37 C.F.R. §1 .322, in connection with the 
above-identified patent deed. A copy of the relevant assignment document is also attached 
hereto confirms that Pfizer Inc. is the assignee of 100% interest in the patent. 

The error to be corrected is listed in a Form PTO-1050, which is attached hereto in 
duplicate. 

The error is that claim 6, column 31, lines 3-6, is missing the dependent claim 
reference numeral -2—. Support for the correction can be found in the original specification 
of the above patent and in Amendment of claims submitted for the subject application on 
May 16, 1996. 

Because the error described above was the fault of the United States Patent and 
Trademark Office and, thus, correction thereof is under 37 C.F.R. §1.322, it is believed that 
no fee is due for issuance of the Certificate of Correction. However, if any fee is required 
under 37 C.F.R. §1.20, authorization is provided to charge the appropriate fee to Pfizer 
Deposit Account No. 16-1445. Two copies of this letter are enclosed. 

Respectfully submitted, 





Dated: 

Pfizer Inc. 1 I' Bryan C. Zielinski 

Patent Department, 5th Floor ATTORNEY for Applicants 

1 50 East 42nd Street Reg. No. 34,462 
New York, NY 10017 
(212)573-4585 



EXPRESS MAIL NO.: EL J62816088US 



• 'J^ PTO/SB/ 44 (1 0-96) 

Approved for ulBtrough 6/30/99. OMB 0651-0033 
Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 
Under the Paperwork Reduction Act of 1995. no persons are required to respond to a collection of information unless it displays a valid OMB control number. 

(Also Form PTO-1050) 



UNITED STATES PATENT AND TRADEMARK OFFICE 

CERTIFICATE OF CORRECTION 



PATENT NO : 
DATED : 
INVENTOR(S) 



5,567,817 
October 22, 1996 

STEPHEN J. RAY and KENNETH RICHARDSON 



It is certified that error appears in the above-identified patent and that said Letters Patent are 
hereby corrected as shown below: 

Column 31, line 5, insert the claim reference numeral 2 « between the words "claim" and M and w in 
dependent claim 6. 



MAILING ADDRESS OF SENDER: 

Pfizer Inc. 

Patent Department - Legal Division 
235 East 42nd Street 
New York, NY 10017 



PATENT NO. 5,278,175 



No. of additional copies 



Burden Hour Statement- This form is estimated to take 1.0 hour to complete. Time will vary depending upon the needs of the individual case. Any 
comments on the amount of time you are required to complete this form should be sent to the Chief Informatton Officer, Patent and Trademark 
Office. Washington, DC 20231. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Assistant Commissioner for 
Patents. Washington, DC 20231 



PTO SB 44 CERT OF CORRECTION.DOT, 3/99 




Patent and Trt. /narK Office 

ASSISTANT SECRETARY AND COMMISSIONER 
OF PATENTS AND TRAQ^p.RkS 
Washington, D.C. 20231^^ 



70: JAMES M. MCMANUS 
PFIZER INC. 
PATENT DEPARTMENT 
EASTERN POINT ROAD 
GROTON, CT 063^0 



UNITED STATES PATENT AND TRADEMARK OFFICE 
NOTICE OF RECORDATION OF ASSIGNMENT DOCUMENT 

COPY TO NEW YORK ^|3jfl; : 

THE ENCLOSED DOCUMENT HAS BEEN RECORDED BY THE ASSIGNMENT DIVISION OF ' 
THE U.S. PATENT AND TRADEMARK OFFICE. A COMPLETE MICROFILM COPY !S 
AVAILABLE AT THE U.S. PATENT AND TRADEMARK OFFICE ON THE REEL AND FRAME 
NUMBER REFERENCED BE LOW. A DIGEST OF THE DOCUMENT HAS ALSO BEEN MADE 
AND APPEARS IN THE OFFICE'S RECORDS AS SHOWN: 

ASSIGNOR: 001 PFIZER LIMITED DOC DATE: 01/18/91 



RECORDATION DATE: 01/25/91 NUMBER OF PAGES 00^ REEL/FRAME 55£0/Ol6c 
DIGEST: ASSIGNMENT OF ASSIGNORS INTEREST 

ASSIGNEE: 501 PFIZER INC., 235 EAST ^2ND STREET, NEW YORK, NY, A CORP. 
OF DE 



SERIAL NUMBER 7-6*656** FILING DATE 01/25/91 
PATENT NUMBER . ISSUE DATE 00/00/00 



PATENT. t 

1104 JMM- 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



IN RE APPLICATION OF: 

STEPHEN J. RAY ET AL. : 

FOR: TRIAZOLE ANTIFUNGAL AGENTS : 

Hon. Commissioner of Patents and Trademarks 
Washington, D.C. 20231 



So ^ 
: ASSIGNMENT^BRSTICH 

: cd rn Z 

cj r 



r? 

CO 



Sir : 

RECORDAL OF ASSIGNMENT 
Enclosed herev/ith is the executed^ Assignment for 
the above-referenced application for recordal by the 
Assignment Branch of the U.S. Patent and Trademark 
Office . 

Please charge Deposit Account No. 16-1445 the 
amount of $8.00 and. any additional fees required. Two 
copies of this letter are enclosed. 

Respectfully submitted, 



Date: January 24. 1 991 



/ Pfizer Inc. 

Patent Department / 
Eastern Point Road 

\ Groton, CT 0 6 340 




yfemes M . McManus 
\ Agent for Applicants 



Rea. No. 28,642 
Tel.: (203) 441-4903 



EXPRESS MAIL CERT. NO. FBI 39 1 35469US 
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PC7704JMM 
C^PsENT 



CONSENT OF PFIZER LIMITED 

Whereas by virtue of the terms of employment with 
PFIZER LIMITED of Ramsgate Road, Sandwich, Kent, 
Enoland, PFIZER LIMITED is entitled to an assignment of 
the entire right, title and interest in and to all 
inventions, whether joint or sole, made by 

STEPHEN J. RAY and KENNETH RICHARDSON 

and whereas PFIZER LIMITED desires .that PFIZER INC. 
receive the full benefits of the foregoing assignment 
by its aforesaid employee(s), PFIZER LIMITED by the 
dulv authorized signature of the undersigned officer, 
hereby consents to the foregoing assignment by its. 
aforesaid employee (s). 



Signed this Say of '3^oor^ 1 



, 1991 



PFIZER LIMITED 



Bv: 



(Name) Anthony Alister Dunrm 
(Title) Director for Pfizer Limited 



In the presence of 



Witness 



Mary Derrane 

T Typed an c Printed Name ot witness 



PFIZER INC- , 
EASTERN POINT ROAD 
GROTON, CONNECTICUT 0634 0 

1/90 

ASSIGN. 26 
(1/1) 



^C77 04JRM 

9 jd^t Inventors 

Pfizer - US 

ASSIGNMENT 

For valuable consideration, the receipt and 
adequacy of which is hereby acknowledged, we, 



RTF.PHEN J. PAY and KENNETH RICHARDSON 



__^ q1 ^ ,nd 12, Gren hain Road, Pir rhington, Kent, 
England — ■ 



respectively, hereby sell, assign, and transfer unto 
PFIZER INC., a corporation organized and existing under 
the laws of the State of Delaware, and having a place 
of business at 235 East 42nd Street, New York, New 
York, the entire right, title, and interest in and to 
our application for Letters Patent of the United 
tes, executed the 18th day of January , 1991, 



Sta 
entitled 



TRIAZOLE ANTIFUNGAL AGENTS 



on d our entire right, title, «»d interest in the United 



Sta 



tes in and to all our inventions, whether joint or 
sole, disclosed in said application for Letters Patent, 
and in and to all United States patents granted on the 
foregoing inventions, and we hereby agree, whenever 



1/90 

ASSIGN. 10 
(1/3) 



PC7704JMjM 
pW ze r - US 



requested, to communicate to said assignee, its 
successors and assigns, any facts known to us 
respecting said inventions, to testify in any legal 
proceeding, and tc execute all applications or papers 
necessary to obtain and maintain proper patent 
protection on said inventions in the United States. 

Sianed and sealed this 1 S * day of T^O^ 



1991 at g^,/id<..'nrh , ' _! , _ t 1 ' 



(City, State) 

(Aoplicant No. — V) 



(SEAL) 



(App: 
STEPHEN J. RAY 



In the presence of: 

fwitness "affo Applicant No. ±) 



1991 at 



Signed and sealed this dey of J<V»vX^ 

(City, State) ^-V 



(City, btare; _ 



(Applicant Nc. - ) 
KENNETH RICHARDSON 



In the presence of: pA\^^ 'V?-.--' 1 " 

— ^rfeiF^^^ApFlicant No. zT ■■ ^ 



(^JJ-^p-p^ted Name ot V*,.tness) 



1/90 

Pfizer Inc. ASSIGN. 10 

Patent Dept. (2/3) 
Eastern. Point Road 
Groton, CT 06340 




Patent and Trademark Office 

Address: COMMISSIONER OF PATENTS AND TRADEMARKS 
Washington, D C. 2^fc 



& 



000127 



PFIZER INC. 

PATENT DEPARTMENT 

235 EAST 42ND STREET, FLOOR 20 

NEW YORK NY 10017-5755 



M75N9 



MAINTENANCE FEE STATEMENT 

The data shown below is from the records of the Patent and Trademark Office. If the maintenance fees and any necessary 
surcharges have been timely paid for the patents listed below, the notation "PAID" will appear in column 1 1, "STAT" 
below. 

If a maintenance fee payment is defective, the reason is indicated by code in column 11, "STAT" below. TIMELY 
CORRECTION IS REQUIRED IN ORDER TO AVOID EXPIRATION OF THE PATENT. NOTE 37 CFR 1.377. 
THE PAYMENT(S) WILL BE ENTERED UPON RECEIPT OF ACCEPTABLE CORRECTION. IF PAYMENT OR 
CORRECTION IS SUBMITTED DURING THE GRACE PERIOD, A SURCHARGE IS ALSO REQUIRED. NOTE 
37 CFR 1.20(k) and (1). 

If the statement of small entity status is defective the reason is indicated below in column 10 for the related patent number. 
THE STATEMENT OF SMALL ENTITY STATUS WILL BE ENTERED UPON RECEIPT OF ACCEPTABLE 
CORRECTION. 



ITEM 
NBR 



PATENT 
NUMBER 



PEE 
CDE 



5,567,817 183 



PEE 

AMT 

830 



SUR SERIAL PATENT FILE PAY SML 

CHARGE NUMBER DATE DATE YR ENT STAT 

08/432,414 10/22/96 05/01/95 04 NO PAID 




ITM 
NBR 



ATTY DKT 
NUMBER 



DIRECT THE RESPONSE TOGETHER WITH ANY QUESTIONS ABOUT THIS NOTICE TO: 
COMM1SIONER OF PATENTS AND TRADEMARKS, BOX M FEE, WASHINGTON, D.C. 20231 



PTOU439 (REV. 11.97) 

Z d t>M9EZ,098t> 'ON/91 =01 U.S/0Z : OX ZO ,M '9 (NOW) 



dAOHO ONIHi N013H0i WOHJ 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 









s 


28-AUG-95 


INITIAL IND SUBMISSION: VORICONAZOLE TABLETS 


R 


01-SEP-95 


FDA LETTER: ASSIGNING IND 48,735 


R 


ll-OCT-95 


FDA FAX: COMMENTS FROM OPHTHALMOLOGIC CONSULT 


s 


12-OCT-95 


RESPONSE: SAMPLE INFORMED CONSENT AND RATIONALE FOR DOSE ESCALATION 
o 1 UDY 


s 


09-NOV-95 


REQUEST FOR COMMENTS/MEETING TO DISCUSS CLINICAL DEVELOPMENT 
FKUUKAM 


s 


05-DEC-95 


PROTOCOL AMENDMENT: 95CK39-0673 


R 


13-DEC-95 


FDA FAX: CHEMISTRY REQUIREMENTS FOR PHASE 3 STUDIES 


S 


21-DEC-95 


NEW INVESTIGATORS FOR PR 95CK39-0673 


s 


1 C T A XT C\£L 

lo-JAN-yo 


CMC AMbNDMblN 1 


R 


26-JAN-96 


FDA LETTER: CHEMISTRY REQUIREMEN I S rOR PHAob 3 bl UDlhb 


S 


02-FEB-96 


o a r^i~" i 1 r» rnAn to rtc /^n tacto \n tt a nic a x t r~\ captxi/^tiuii i a . a td tat ciddti t a tt/'VN.t 

SAFETY REPORTS: PSORIASIS VULGARIS AND EOMNOPHIL1A; AIRIAL rlBKJLLAllUN 


M 


14-FEB-96 


TELECON: DEVELOPMENT PLAN 


S 


18-MAR-96 


MINUTES OF 14-FEB-96 TELECONFERENCE 


S 


22-MAR-96 


CMC AMENDMENT 


S 


12-APR-96 


PROTOCOL AMENDMENT 95CK39-0673 


S 


01-MAY-96 


REQUEST FOR END OF PHASE 2 MEETING 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 




1 




BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 



■ 

■ 






s 


13-MAY-96 


CMC: LOT DATA FOR CLINICAL SUPPLIES 


s 


14-MAY-96 


NEW INVESTIGATORS FOR PR 95CK39-0673 


s 


17-MAY-96 


END OF PHASE 2 PRE-MEETING PACKAGE 


s 


17-MAY-96 


DETAILS FOR 24-JUNE-96 END OF PHASE 2 MEETING 


s 


23-MAY-96 


DOSE LEVEL RATIONALE FOR CARCINOGENICITY STUDIES 


R 


29-MAY-96 


FDA FAX: FDA COMMENTS ON ORIGINAL IND APPLICATION 4/23/96 


s 


30-MAY-96 


NEW INVESTIGATORS FOR PR 95GK39-0673 


s 


1 l-JUN-96 


CMC: 5-FLUROURACIL AS RAW MAIbRIAL 


s 


1 9- JUN-96 


TRANSPARENCIES FOR END OF PHASE 2 MEETING ON 24-JUN-96 


M 


24-JUN-96 


END OF PHASE 2 MEETING 


s 


28-JUN-96 


NEW INVESTIGATORS FOR PR 95CK39-0673 


s 


09-JUL-96 


NEW INVESTIGATORS FOR PR 95CK39-0673 


R 


19-JUL-96 


FDA FAX: COMMENTS REGARDING THE PROPOSED POPULATION PK SAMPLING 


R 


25-JUL-96 


FDA LETTER: END OF PHASE 2 MEETING MINUTES AND PARTICIPANTS 


s 


29-JUL-96 


PFIZER MINUTES OF END OF PHASE 2 MEETING HELD ON 24- JUN-96 


R 


02-AUG-96 


FDA FAX: BIOPHARM COMMENTS 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 







S 


02-AUG-96 


PROTOCOL AMENDMENT: 95-N-0141 MOD 


s 


05-AUG-96 


NEW INVESTIGATORS FOR PR 95CK39-0673 


s 


08-AUG-96 


RESPONSES TO QUESTIONS ON CARCINOGENICITY STUDIES 


s 


08-AUG-96 


RESPONSE TO DR OWEN MCMASTER (PHARM/TOX REVIEWER) 


R 


14-AUG-96 


FDA LETTER: END OF PHASE 2 COMMENTS AND RECOMMENDATIONS 


s 


12-SEP-96 


ADDITIONAL INFORMATION ON RAW MATERIALS 


s 


16-SEP-96 


MINUTES.OF 15-AUG-96 TELECON RE: PROPOSED CARCINOGENICITY STUDIES 


s 


16-SEP-96 


MONTHLY REPORT 


s 


16-SEP-96 


NEW INVESTIGATORS FOR PR 95CK39-0673 


s 


23-SEP-96 


REQUEST FOR TWO MEETINGS: CMC & ANIMAL STUDIES 


s 


ll-OCT-96 


RESPONSE: CMC & PHARM/TOX COMMENTS FROM 29-MAY-96 FDA FAX 


s 


14-OCT-96 


ANNUAL REPORT (JUN-96) 


s 


25-OCT-96 


SAFETY REPORT: RENAL FAILURE AND DECREASED PROTHROMBIN ACTIVITY 


s 


25-OCT-96 


SAFETY REPORT: THROMBOSIS 


s 


21-NOV-96 


PROTOCOL AMENDMENT 96CK39-0673 


s 


04-DEC-96 


RESPONSE TO 2-AUG-96 FDA FAX 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 




BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 







R 


09-JAN-97 


FDA LETTER: ALLOW CUSTOMS RELEASE OF 5-FLUOROURACIL 


S 


03-FEB-97 


PROTOCOL AMENDMENT 150-602; RESPONSES TO IND REVIEW QUESTIONS 


S 


14-FEB-97 


17-JAN-97 MEETING MINUTES 


s 


07-APR-97 


INVESTIGATOR'S BROCHURE (NOV-96) 


s 


I5-MAY-97 


SAFETY REPORT: HEPATITIS 


s 


02-JUN-97 


PROTOCOL AMENDMENT 150-602 


s 


01-JUL-97 


NEW PROTOCOLS 150-604, 150-607 


s 


18-JUL-97~~ 


PROPOSAL FOR SINGLE COMBINED ANALYSIS OF PROTOCOLS 150-602 AND 307 

(\ T\yfI}DT7T T A DD CXTC^C^CW \ " v 

^UMrJlvbL-ijA rKU 1 UCUbJ 


s 


23-JUL-97 


MONTHLY REPORT 


s 


25-JUL-97 


NEW PROTOCOL 150-606 


s 


21-AUG-97 


MEETING MINUTES (17-JAN-97 & 19-JAN-95) WITH VARIOUS DIVISIONS AND DAVDP; 
OVERVIEW Or bBECD COMPONENT FOR TOX PACKAGE 


s 


21-AUG-97 


RESPONSE TO REQUEST FOR INFORMATION RE PROT 602 


s 


22-AUG-97 


MONTHLY REPORT 


s 


28-AUG-97 


LETTER OF CROSS REFERENCE - SINGLE EMERGENCY USE 


s 


19-SEP-97 


MONTHLY REPORT 


s 


22-SEP-97 


PRECLINICAL STUDY REPORTS 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 









25-SEP-97 


PROTOCOL 604 AMENDMENT 


S 


06-OCT-97 


MONTHLY REPORT 


S 


16-OCT-97 


TELECON ON POSSIBLE CHANGES TO CLINICAL PROGRAM (ASPERGILLOSIS AND 
ESOPHAGEAL CANDIDIASIS) 


s 


20-OCT-97 


INFORMATIONAL AMENDMENT: RENAL IMPAIRMENT 


S 


20-OCT-97 


SAFETY REPORT: ACUTE PANCREATITIS 


s 


30-OCT-97 


MONTHLY REPORT 


s 


03-NOV-97 ' 


RESPONSE TO FDA REQUEST: PK SYNOPSES FOR PROTOCOLS 150-228, 229, 233; 
PRELIMINARY DATA FOR WARFARIN AND DIGOXIN INTERACTION STUDIES 


s 


06-NOV-97 


ANNUAL REPORT (PERIOD ENDING JUN-97) 


s 


ll-NOV-97 


NEW PROTOCOL: 150-603 


s 


24-NOV-97 


MONTHLY REPORT 


s 


19-DEC-97 


MONTHLY REPORT 


M 


17, 18, 19, 22- 


TELECONS: FDA COMMENTS ON EMPIRICAL PROTOCOL 150-603 


R 


22-DEC-97 


FDA FAX: TELECONFERENCE SCHEDULED FOR DEC-23 


s 


30-DEC-97 


FAX TO CLARIFY POINTS DISCUSSED DURING 12/23 TELECON 


S 


09-JAN-98 


MONTHLY REPORT 


S 


12-JAN-98 


PROT 603 FEVER INCLUSION CRITERIA; CRITERION FOR UTI 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 









s 


04-FEB-98 


NEW PROTOCOL 150-608 


c 


(\£. CCD OB 


1V1 VJ IN 1 HL i Kcrvjrv 1 


o 
O 


ll-FEB-98 


DDCN^fCCTIMr: DATl^ AHU ET^D CCD QC N4CCXrM^ 

rKJiJVlci} 1 llNO rAOivAOc rUK Zj-rct>-yo MticlllNO 


c 
o 


17-FEB-98 


CIXTAT DT AM C/"^D f^lVyf QrMCF* CTATTCTIPAT A XT AT VCIC CTI IRTTJC <m AXTP4 1C\7 

rllNAL rLAIN rUK UUMdIINcD o I A 1 lo I lw\L AlNALYolb Ur o 1 UUlno OUz AINU 3U / 

(UMBRELLA ANALYSIS) 


c 


24-FEB-98 


fWCl? TJC A P\Q TPl o C 1 ICCn A T CXfT"\ fW DU A CP 0 N/IPCTIMH 


s 


ceo oc 


END OF PHASE 2 MEETING 


s 


26-FEB-98 


MONTHLY REPORT 


R 


in \A A D oc 
1 U-MAK-70 


FDA FAX: TELECONFERENCE SCHEDULED MAR 13 ON COMMENTS ON 150-608 


s 


11 U AD QQ . 

1 j-MAK-yo ■ 


INVESTIGATOR'S BROCHURE (DEC-97) 


s 


1 /-MAK-yo 


MONTHLY REPORT 


M 


T3 \ A A t> AO 

ZJ-MAK-yo 


TELECON RE: RESPONSE TO FDA QUERY RE TYPE 1 ERROR IN PROTOCOL 150-608 


s 


01-APR-98 


END OF PHASE 2 MEETING MINUTES 


s 


01-APR-98 


SAFETY REPORT: SEVERE HYPOTENSION AND PROBABLE DRUG INTERACTION 
(VORICONAZOLE/LORAZEPAM) 


s 


15-APR-98 


NEW PROTOCOL: 001-5001 


s 


15-APR-98 


PROTOCOL 602 AMENDMENT 


s 


17-APR-98 


MONTHLY REPORT 


s 


28-APR-98 


PROTOCOLS 603/604/606/607/608 SAFETY REPORTING AMENDMENTS 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 



■ 

■ 


mm mmfmm 


S 


04-MAY-98 


SAFETY REPORT: THROMBOCYTOPENIA AND BONE MARROW APLASIA (TELEPHONE 
RPT 5/1) 


S 


08-MAY-98 


POSITION PAPER ON VORICONAZOLE AND ALTERED VISION 


S 


12-MAY-98 


MONTHLY REPORT 


S 


12-MAY-98 


PROTOCOL 150-608 AMENDMENT 


S 


15-MAY-98 


PROTOCOL 673 AMENDMENT 


s 


28-MAY-98 


RESPONSES TO BIOPHARMACEUTICS COMMENTS ON 150-608 (3/10 FDA FAX) 


s 


29-MAY-98 


MONTHLY REPORT 


s 


16-JUN-98 


MONTHLY REPORT 


s 


23-JUN-98 


SAFETY REPORT: FOLLOW UP TO MAY 4 SAFETY LETTER 


s 


06-JUL-98 


MONTHLY REPORT 


M 


10-JULY-98 


STATUS OF REVIEW OF SBECD PROPOSAL AND VISUAL POSITION PAPER 


s 


21-JUL-98 


MONTHLY REPORT 


s 


28-JUL-98 


INFORMATION AMENDMENT: MISSING PAGES FROM VISUAL AE PAPER 


s 


07,21-AUG-98 


MONTHLY REPORT 


s 


03,14-SEP-98 


MONTHLY REPORT 


R 


09-OCT-98 


FDA FAX: COMMENTS ON POSITION PAPER ON VORICONAZOLE AND ALTERED 
VISION 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 



BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 





mm 




s 


09-OCT-98 


ANNUAL REPORT 


s 


01,13-OCT-98 


MONTHLY REPORT 


s 


30-OCT-98 


MONTHLY REPORT 


s 


30-OCT-98 


PFIZER REQUEST FOR FDA MINUTES OF 2/25/98 EOP2 MEETING; REQUEST FOR 
TELECON ON VISUAL EFFECTS AND EOP2 CMC MEETING 


s 


04-NOV-98 


REQUEST FOR CLARIFICATION OF VISUAL ADVERSE EVENT COMMENTS 


M 


16-NOV-98 


TELECON TO CLARIFY FDA COMMENTS ON VISUAL AE POSITION PAPER 


s 


17,30-NOV-98 


MONTHLY REPORT 


s 


09-DEC-98 


PROTOCOL 150-001 AMENDMENT 


s 


09,23-DEC-98 


MONTHLY REPORT 


s 


06-JAN-99 


INFORMATIONAL AMENDMENT: VISUAL DISTURBANCES AND CHANGE IN MENTAL 
STATUS 


s 


07-JAN-99 


REQUEST FOR END OF PHASE 2 CMC MEETING 


s 


08,12-JAN-99 


MONTHLY REPORTS 


s 


28-JAN-99 


INVESTIGATOR S BROCHURE (DEC-98) 


M 


03-FEB-99 


END OF PHASE 2 CMC MEETING 


s 


09-FEB-99 


INFORMATIONAL AMENDMENT: FOLLOW UP TO SAFETY LETTER DATED JANUARY 6, 
1999 


M 


ll-FEB-99 


SECOND END OF PHASE 2 MEETING 


S 


09,17-FEB-99 


MONTHLY REPORT 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 





MM mimffflm 


s 


25-FEB-99 


PRE-MEETING INFORMATION (3/10 MEETING) 


s 


03-MAR-99 


MONTHLY REPORT 


M 


10-MAR-99 


MEETING RE: FINAL DATA FROM ASPERGILLOSIS STUDY 150-304 AND OTHER ISSUES 


R 


ll-MAR-99 


FDA FAX: FEB-3 MEETING MINUTES ON CMC PROGRAM 


R 


22-MAR-99 


FDA FAX: MEMO OF NOV- 16 TELECONFERENCE TO DISCUSS OPHTHALMOLOGIC 
ADVERSE EVENTS 


s 


22-MAR-99 


SAFETY REPORT: VENTRICULAR FIBRILLATION AND CARDIAC ARREST (CANADA) 
(TELEPHONE REPORT MADE 3/15) 


s 


23-MAR-99 


MONTHLY REPORT 


M 


06-APR-99 


TELECON TO DISCUSS CANADIAN DEATH (ARRHYTHMIA) 


R 


08-APR-99 


FDA FAX: 4/6 TELECONFERENCE RE 3/15 REPORT OF CARDIAC ARRHYTHMIA 


S 


08-APR-99 


MONTHLY REPORT 


S 


12-APR-99 


PROTOCOL 150-608 AMENDMENT 


S 


20-APR-99 


CASES OF LIFE-THREATENING CARDIAC EVENTS 


M 


21-APR-99 


PROPOSED PROTOCOL AMENDMENTS RE CARDIAC SAFETY 


S 


28-APR-99 


MONTHLY REPORT 


S 


06-MAY-99 


DRAFT PROTOCOL A1501003 


s 


14-MAY-99 


TELECON RE: DRAFT PROTOCOL FOR HISTORICAL CONTROL STUDY IN 
ASPERGILLOSIS PATIENTS 


s 


12,20-MAY-99 


MONTHLY REPORT 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND* (VORICONAZOLE) TABLETS 









S 


24-MAY-99 


SAFETY REPORT: DEPAKOTE TOXICITY AND PANCYTOPENIA 


S 


27-MAY-99 


MONTHLY REPORT 


s 


14-JUN-99 


SAFETY REPORT: FOLLOW UP TO SAFETY LETTER DATED MARCH 22, 1999 


s 


15-JUN-99 


MONTHLY REPORT 


s 


23-JUN-99 


PRE-MEETING INFORMATION (7/7/ MEETING) ON OPHTHAL TESTING AND 

DD CCCXIT A TT A\I i~XC I I\/CD CI TXTf" v TIfY\.T H A T A TXT XTT~\ A 

rJvbociN 1 A 1 1UJN Ur LI VbK r UINU 1 1UIN DA 1 A liN INDA 


s 


24-JUN-99 


REQUEST FOR TRADENAME APPROVAL 


s 


24-JUN-99 


RESPONSE TO FDA REQUEST FOR INFORMATION ON STEREOISOMERS 


s 


25-JUN-99 ; 


SAFETY REPORT: POSSIBLE TACROLIMUS/VORICONAZOLE DRUG INTERACTION 


s 


01-JUL-99 


MONTHLY REPORT 


M 


m tt ir on 


Mbb 1 1JNU Kb: VloUAL AUVbKbb bVblN 1 b ANU LI VbK r UINC 1 HJN UA 1 A 
PRESENTATION IN NDA 


s 


16,29-JUL-99 


MONTHLY REPORT 


s 


on it it nn 

zy-JUL-yy 


PRO I OCOLS 1 50-602, 604 AMbNDMLN I S 


s 


UO-AUu-77 


DD (WC\nC\\ A \A EXTI^Kyf CXITC fYM PAD I"M AT C A CCTV /'GTI TTUPC AfM AftA Afl7 Aftd 
r I vJ^VJL AiVlElNUlVlblN 1 j L/1N OAKDIAL' oArtl I (ol UU1E.O 0UZ, 0U4, 0U0, OU/, OUoJ 


s 


06,12-AUG-99 


MONTHLY REPORT 


R 


13-AUG-99 


FDA FAX: MINUTES OF 7/7/99 MEETING 


s 


18-AUG-99 


SAFETY REPORT: POSSIBLE INTERACTION BETWEEN CLARITHROMYCIN AND 
VORICONAZOLE 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 



L 


mm . 






23-AUG-99 


PRE-NDA LETTER: PROPOSED DATA PRESENTATIONS (DATASETS, ISS, ISE) 


S 


01-SEP-99 


MONTHLY REPORT 


s 


03-SEP-99 


NEW PROTOCOL A 150 1003 AND 150-304 


s 


13-SEP-99 


STATUS TABLES OF PHARM STUDIES; 12 CLIN PHARM STUDY REPORTS 


s 


15-SEP-99 


MONTHLY REPORT 


R 


17-SEP-99 


TELECON RE: ELECTRONIC REGULATORY SUBMISSION (ESUB) ISSUES 


R 


20-SEP-99 


FDA FAX: COMMENT ON PROTOCOL AMENDMENT AND CONTACT INFORMATION FOR 
BETA-TESTING OF PHARMACOKINETIC SOFTWARE 


s 


21-SEP-99 


MONTHLY REPORT 


R 


22-SEP-99 


FDA FAX: COMMENTS ON PROTOCOL AMENDMENT 


S 


29-SEP-99 


CMC AMENDMENT 


S 


06-OCT-99 


INVESTIGATOR'S BROCHURE (SEP-99) 


s 


08-OCT-99 


FINAL STUDY REPORT 150-230 


s 


14-OCT-99 


PROTOCOL 150-607 AMENDMENT 


s 


14,22-OCT-99 


MONTHLY REPORTS 


R 


03-NOV-99 


FDA FAX: COMMENTS ON PROTOCOLS 150-304 & A1501003 


s 


03-NOV-99 


PROTOCOL A 150 1004 - REQUEST FOR COMMENTS 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 



c 






S 


04-NOV-99 


MONTHLY REPORT 


M 


08-NOV-99 


TELECON: FDA REQUEST FOR DATA FROM ASPERGILLOSIS HISTORICAL CONTROL 
PROTOCOL 


S 


12-NOV-99 


ANNUAL REPORT (PERIOD ENDING JUN-99) 


S 


16-NOV-99 


PRE-MEETING BRIEFING DOCUMENT FOR 12/3 MEETING ON PEDIATRIC PROGRAM 


R 


1 8-NOV-99 


FDA FAX: COMMENTS ON PROTOCOL A 1 501004 


S 


22-NOV-99 


MONTHLY REPORT 


M 


23,24-NOV-99 


TELECONS RE: TWO CARDIAC EVENTS 


S 


24-NOV-99 


RESPONSE TO FAX RECEIVED 9/20/99 


R 


30-NOV-99 


FDA COMMENTS ON ERG PROTOCOL 


M 


03-DEC-99 


MEETING ON CLINICAL PHARMACOLOGY AND PEDIATRIC PROGRAMS 


S 


07-DEC-99 


MONTHLY REPORT 


S 


08-DEC-99 


INFORMATIONAL AMENDMENT: VENTRICULAR TACHYCARDIA 


S 


07-JAN-00 


MONTHLY REPORT 


S 


12-JAN-00 


GENERAL CORRESPONDENCE: RE SIRIUS, FDA GUIDANCES ON ELECTRONIC 
SUBMISSIONS 


S 


12-JAN-00 


INFORMATION AMENDMENT: TOXICOLOGY 96018 (MOUSE CARCINOGENICITY 
STUDY) 


s 


18-JAN-OO 


RESPONSE TO FDA REQUEST FOR INFORMATION 


s 


19-JAN-00 


MONTHLY REPORT 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 



12 



BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 



■ 

■ 






s 


01-FEB-00 


A1501004 AMENDMENT (26-NOV-1999) 


s 


02-FEB-00 


MONTHLY REPORT 


R 


04-FEB-00 


FDA FAX: RECORD OF DECEMBER 4 1999 MEETING ON THE SUBJECT OF PEDIATRIC 
PROGRAM AND CLINICAL PHARMACOLOGY OF VORICONAZOLE 


S 


04-FEB-00 


GENERAL CORRESPONDENCE: PEDS SINGLE DOSE AND MULTIDOSE STUDY 


s 


08-FEB-00 


REQUEST FOR TELECONFERENCE: SINGLE DOSE PEDIATRIC PHARMACOKINETICS 


s 


11-FEB-00 . 


UPCOMING TELECONFERENCE ON PEDIATRIC PHARMACOKINETIC STUDIES 
(PROTOCOL 150-249) 


s 


16-FEB-00 


MONTHLY REPORT 


R 


18-FEB-00 


FDA LETTER: TYPE C TELECONFERENCE FOR MARCH 1 2000 TO DISCUSS DATA FOR 
PEDIATRIC PK STUDY 


s 


18-FEB-00 


SAFETY REPORT: POSSIBLE INTERACTION BETWEEN DALFOPRISTIN/QUINUPRISTIN 
AND VORICONAZOLE 


s 


23-FEB-00 ; 


RESPONSE TO COMMENTS FROM FDA CLINICAL PHARMACOLOGIST AND 
MICROBIOLOGIST (FDA FAX 9/22/00) 


s 


25-FEB-00 


GENERAL CORRESPONDENCE FOR DRAFT PROTOCOL A 150 1007 


M 


01-MAR-00 


TELECON RE: SINGLE DOSE PEDIATRIC PK STUDY AND ASPECTS OF MULTIDOSE 
STUDY 


R 


02-MAR-00 


CLINICAL PHARMACOLOGY COMMENTS AS DISCUSSED DURING 3/1 TELECON 


S 


02-MAR-00 


INFORMATIONAL AMENDMENT: VENTRICULAR TACHYCARDIA 


S 


02-MAR-00 


PROTOCOL A 1 50 1 0 1 0 AMENDMENT 


s 


08-MAR-00 


MONTHLY REPORT 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 







R 


10-MAR-00 


FDA MINUTES OF 7/7/99 AND 9/17/99 MEETINGS 


S 


15-MAR-00 


SAFETY REPORT: DEATH DUE TO LIVER FAILURE (TELEPHONE REPORT MADE 3/14) 


S 


16-MAR-00 


NEW PROTOCOL A 1 50 1 007 


s 


23-MAR-00 


MONTHLY REPORT 


s 


27-MAR-00 


REQUEST FOR CMC PRE-NDA MEETING 


s 


29-MAR-00 


REQUEST FOR TELECONFERENCE ON ELECTRONIC SUBMISSION ISSUES 


s 


06-APR-00 


MONTHLY REPORT 


s 


10-APR-00 


PRE-MEETING INFORMATION FOR 5/16 CMC MEETING 


R 


13-APR-00 


COMMENTS ON PROTOCOL A 1501007 


S 


24-APR-00 


PROTOCOL AMENDMENT: 150-606 


s 


26-APR-00 


MONTHLY REPORT 


s 


OI-MAY-00 


PRE-MEETING BACKGROUND PACKAGE: TECHNICAL ASPECTS OF THE NDA 


s 


05-MAY-00 


GENERAL CORRESPONDENCE: PRE-MEETING INFORMATION RE: 16-MAY-00 PRE-NDA 
CMC VIDEOCONFERENCE 


s 


05-MAY-00 


TOXICOLOGY REPORT #96107: 12-MONTH DOG STUDY 


s 


05-MAY-00 


SAFETY REPORT: COMPLETE ATRIOVENTRICULAR BLOCK (TELEPHONE REPORT ON 
4/28) 


s 


11-MAY-00 


GENERAL CORRESPONDENCE: REQUEST FOR PRE-NDA MEETING 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 



■ 

■ 






s 


11-MAY-00 


SAFETY REPORT: POSSIBLE MULTIPLE DRUG INTERACTION AMONG VORICONAZOLE, 

r^\/ r^i ncnr\D imc a xtp\ a r^\jr^i a\/id 
CYCLUbrUKJINb, AND ACYCLOVIR 




t 1 \1 A V AA 

1 I-MAY-UU 


1 UX1CULUU Y KbrUK 1 . Z4-MUIN 1 H KA 1 UAKClINUObNlCl 1 Y UUY 


s 


16-MAY-00 


PFIZER AND FDA MEETING MINUTES OF 2/3/99 CMC MEETING 


s 


16-MAY-00 


ALL AVAILABLE DATA ON CARDIAC EFFECTS 


M 


16-MAY 00 


VIDEOCONFERENCE: PRE-NDA CMC MEETING 


\A 

M 


11 \A K\7 AA 

3 1-MAY-UU 


1 bLbCUN: 1 bCHNlCAL AbrbC I o Ur NDAS 


s 


01-JUN-00 


MONTHLY REPORT 


R 


07-JUN-00 


FDA FAX: REQUEST FOR INFORMATION 


S 


09-JUN-00 


MONTHLY REPORT 


s 


14-JUN-00 


NEW PROTOCOL Al 50101 1 


s 


16-JUN-00 


PFIZER MINUTES OF PRE-NDA CMC VIDEOCONFERENCE 


s 


16-JUN-00 


RESPONSE TO FDA FAX OF 07-JUN-00 (MYCOPHENYLATE AND SIROLIMUS DRUG 
INTERACTION STUDIES) 


R 


23-JUN-00 


FDA FAX: FOLLOW UP COMMENTS TO CMC VIDEOCONFERENCE 


c 
o 


T2 TT IXT AA 


PAD D CPTCn DD ATnPAl A 1CA1A1 1 f\.l(~\\\7 IMP! 1 IHCC A DDDVinFV C\ 

UUKKbC 1 bD rKU 1 ULUL A 1 OU 1 U 1 1 (INUW iiNULUL/bo ArrbfNDlA r ) 


s 


26-JUN-00 


MONTHLY REPORT 


R 


28-JUN-00 


FDA FAX: RESPONSE TO 6/16 CLINICAL PHARMACOLOGY SUBMISSION 


S 


28-JUN-00 


GENERAL CORRESPONDENCE: RE FDA LETTER ON MYCOPHENOLATE, SIROLIMUS 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 





MBS 




■ 






R 


29-JUN-00 


REQUEST FOR 35 COPIES OF ADVISORY COMMITTEE BRIEFING DOCUMENT, NAMES 
OF SPEAKERS, TITLES OF PRESENTATIONS 


S 


06-JUL-00 


CLIN PHARM PRE-MEETING PACKAGE (7/14 MEETING) 


R 


07-JUL-00 


FDA FAX: COMMENT ON PROTOCOL A1501004 


s 


07-JUL-00 


DRAFT PROTOCOL SYNOPSIS A 150 1021 (QTc STUDY) 


s 


10-JUL-00 


AGE STRATIFICATION IN PROTOCOL A 150 1004 (SENT BY FAX 7/7) 


s 


il-JUL-00 


PRE-NDA MEETING PACKAGE 


s 


12-JUL-OO 


RESPONSE TO FDA REQUEST FOR INFORMATION RE PEDIATRIC OPHTHAL TESTING 


R 


13-JUL-00 


FDA FAX: MEETING ON JULY 14 2000 


M 


14-JUL-00 


MEETING: CLINICAL PHARMACOLOGY AND MYCOLOGY TOPICS 


s 


21-JUL-00 


MONTHLY REPORT 


R 


25-JUL-00 


FDA FAX: JUNE 9, 2000 MEETING MINUTES (CARDIAC SAFETY) 


S 


25-JUL-00 


DELAYED ENROLLMENT INTO PEDIATRIC PK STUDY 


S 


25-JUL-00 


RESPONSE TO FDA FAX RECEIVED 6/23 


M 


26-JUL-00 


PRE-NDA MEETING 


S 


31-JUL-00 


TOXICOLOGY STUDY REPORTS 


S 


09-AUG-00 


GENERAL CORRESPONDENCE: JULY 14, 2000 MEETING MINUTES AND OVERHEADS 
SHOWN 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 





^^^^^^ 




R 


14-AUG-00 


FDA FAX: COMMENTS ON QT STUDY SYNOPSIS (Al 501 021) 


S 


15,16-AUG-OO 


MONTHLY REPORT 


M 


23-AUG-OO 


TELECON: FDA COMMENTS ON QT STUDY SYNOPSIS 


S 


07-SEP-00 


MONTHLY REPORT 


S 


19-SEP-OO 


PROTOCOL A 150 1007 RATE OF RECRUITMENT (MULTIPLE DOSE PEDIATRIC PIC 
STUDY) 


s 


20-SEP-OO 


DRAFT PROTOCOL A 1501 021 (QT STUDY) 


R 


22-SEP-00 


FDA FAX: ASSIGNING USER FEE ID#3943 


R 


29-SEP-00 


FDA COMMENTS FROM REVIEW OF PROTOCOL A 150 1021 (QT STUDY) 


S 


29-SEP-00 


MONTHLY REPORT 


s 


29-SEP-00 


REQUEST FOR DEFERRAL OF PEDIATRIC DATA 


s 


29-SEP-00 


SAFETY REPORT: POSSIBLE INTERACTION BETWEEN VORICONAZOLE AND 
TERBINAFINE 


s 


05-OCT-00 


RESPONSE TO FDA REQUEST: SAMPLE DRAFT ELECTRONIC DATA FOR TESTING 
PRIOR TO NDA SUBMISSION 


s 


06-OCT-OO 


PROTOCOL A1501007-9046 SITE SPECIFIC AMENDMENT 


s 


09-OCT-OO 


LETTER TO INVESTIGATORS RE POSSIBLE DRUG INTERACTION BETWEEN 
VORICONAZOLE AND SIROLIMUS 


s 


12-OCT-00 


PROTOCOL Al 501011 AMENDMENT 


s 


12-OCT-00 


PRECLINICAL STUDY REPORTS 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 









s 


19-OCT-00 


MONTHLY REPORT 


s 


20-OCT-00 


CARCINOGENICITY STUDY REPORTS 9601 8 & 96-96-3 1 SUBMITTED ON CD 


s 


20-OCT-00 


POTENCY OF N-OXIDE METABOLITE 


s 


23-OCT-OO 


FINANCIAL DISCLOSURE INFORMATION 


s 


23-OCT-OO 


SAFETY REPORT: POSSIBLE MULTIPLE DRUG INTERACTION IN PATIENT ON VORI AND 
FIVE ANTIRETROVIRAL AGENTS 


s 


27-OCT-00 


ANNUAL REPORT (JUN-00) 


s 


27-OCT-OO 


PROPOSAL FOR ISS SECTIONS 


s 


01-NOV-00 


MONTHLY REPORT 


R 


02-NOV-00 


FDA FAX: COMMENTS ON TIMING OF SUBMISSIONS DURING NDA REVIEW PERIOD 


R 


02-NOV-00 


FDA FAX: RESPONSE TO SUBMISSIONS DATED SEPTEMBER 19,2000 AND SEPTEMBER 
29,2000 


s 


02-NOV-00 


SAFETY REPORT: POSSIBLE INTERACTION BETWEEN FENTANYL AND VORI 


M 


03-NOV-00 


TELECON: CLOSURE OF STUDIES 307 AND 602 


S 


06-NOV-00 


CITED MICROBIOLOGY REFERENCES 


s 


07-NOV-00 


MONTHLY REPORT 


s 


08-NOV-00 


602 STUDY CLOSURE 


M 


08-NOV-00 


TELECON: FDA APPROVAL OF TRADENAME 


s 


09-NOV-00 


PROPOSAL FOR INTEGRATED SUMMARY OF EFFICACY 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 



18 



BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 



msm 






1 1 XT/~\\/ Art 

13-NOV-00 


PRE-NDA MEEIING MINUTES rOLLOW-UP DISCUSSION UN DOSINU KbulMbN 


s 


1 T XT/^\ / A A 

1 7-NOV-OO 


A XTTT/^TTi A TDH T'TA A ITT TXTTTC I7^~\r> CT TO\ A TO CTAXF /~\ C CI T n T"i I C X A CXIT A T IXTIT/^\0 A A A T 1 ^~\XT 

AN I ICIPA I ED I IMLLINbS FOR SUBMISSION Or SUFFLEMbN 1 AL INrOKMA 1 1UN 
DURING THE NDA REVIEW PERIOD (FAX) 


s 


1 7-NOV-OO 


\ rpp\ t \tr\ a fit r>r\ p/^n t* a ni l-'T'f a "kti~\ i i t r""/""\T» i\ttfat , ia\i 

VFEND NDAs FILED FOR TABLETS AND LV. FOR INJECTION 
(PFIZER COVER LETTERS DATE STAMPED RECEIVED FROM FDA) 


R 


20-NOV-00 


FDA FAX: NOVEMBER 3,2000 TELECONFERENCE MINUTES 


s 


22-NOV-00 


TOXICOLOGY STUDY REPORTS 


s 


22-NOV-00 


ANOTHER DLT TAPE OF NDA SUBMITTED PER FDA REQUEST 


s 


29-NOV-00 


SAFETYUPDATE PLANS 


s 


05-DEC-00 


MONTHLY REPORT 


R 


I i r^T/"" 1 AA 

I I -DEC-00 


REQUEST FROM DIVISION Or SCIEN I 1HC IN VES I lOA I IONS FOR LIS I Or 
INVESTIGATORS 


s 


1 C I""\T" 1 y'i AA 

15 -DEC-00 


rj I - ? \ /■ I C T~"\ T'lXjfTTT IX 1 17 O FAT) CI mXjfTCCIAXl f\I? OTTOT1T CX jTCXTT A DV A T A 

REVISED TIMELINES FOR SUBMISSION Or SUPPLEMEN I ARY DA 1 A 


M 


19-DEC-00 


nrrr x~: r** rw. t . nACT xin a ct TDXificcTAXic 

TELECON: POST NDA SUBMISSIONS 


S 


20-DEC-00 


RESPONSE TO FDA REQUES l FOR INFORMATION (CARRbRAS REQUES I ) 


M 


21 -DEC-00 


TELECON: ISSUES AFTER 45-DAY INTERNAL FDA MEETING 


S 


22-DEC-00 


INVESTIGATOR'S BROCHURE (DEC-2000) ADDENDUM 


S 


22-DEC-00 


MONTHLY REPORT 


R 


09-JAN-01 


REQUEST FROM BIOPHARM REVIEWER ON SPECIFIC PHASE 3 LOTS 


S 


15-JAN-01 


NUMBER OF SUBJECTS IN SELECTED PHASE 3 STUDIES, BY SITE 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 



u 






■ 






R 


16-JAN-01 


RECEIPT OF NDAs 


s 


17-JAN-01 


MONTHLY REPORT 


s 


18-JAN-01 


INFORMATION AMENDMENT: CLINICAL DATASETS 


s 


23-JAN-01 


RATIONALE FOR STUDY CLOSURE 307/602 


s 


01-FEB-01 


INFORMATION AMENDMENT: CLINICAL DATASETS 


s 


02-FEB-Ol 


FAX RE SUSPENSION OF 1021 QT STUDY AFTER INFUSION-RELATED REACTIONS / 
REQUEST FOR TELECON 


M 


05-FEB-01 


TELECON: INFUSION-RELATED REACTIONS 


s 


06-FEB-01 


SAFETY REPORT: ANAPHYLACTOID REACTION IN TWO HEALTHY FEMALE SUBJECI S 
IN THE UK STUDY A1501021 


R 


07-FEB-01 


REQUEST FOR LIST OF NON-US SITES (FROM DIVISION OF SCIENTIFIC 
INVESTIGATIONS) 


S 


07-FEB-01 


OUTCOMES AND DISCONTINUATIONS OF NON-US SUBJECTS IN SELECTED PHASE 3 
STUDIES BY SITE 


M 


08-FEB-01 


TELECON: PEDIATRICS AND QT STUDY 


R 


09-FEB-01 


REQUEST FOR PATHOLOGY SLIDES FROM RAT CARCINOGENICITY STUDY 


S 


09-FEB-01 


MONTHLY REPORT 


S 


1 A CCD A 1 

14-rbB-01 


DECDAXTCC TA EHA DCHflCCT CAD IMCHD A TIAM AT TCD V Am 

KbaFUNob 1 U rU A Kb ^Uba 1 rUK INrUKMA 1 1UN ^UbKY UU/ 


S 


02-MAR-01 


MONTHLY REPORT 


S 


02-MAR-01 


RESPONSE TO QUERY 01 1 RE VISUAL AES; HISTOPATHOLOGICAL SECTIONS FROM 
DOG CARCINOGENICITY STUDY (ON CD-ROM) 


S 


07-MAR-01 


MONTHLY REPORT 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND* (VORICONAZOLE) TABLETS 



■ 










s 


14-MAR-01 


FOUR-MONTH SAFETY UPDATE 


s 


20-MAR-01 


MONTHLY REPORT 


R 


23-MAR-01 


FDA APPROVAL OF REQUESTED DEFERRAL FOR PEDIATRIC STUDIES (REFERENCE: 
PFIZER CORRESPONDENCE OF 29-SEP-2000) 


s 


27-MAR-01 


SAFETY REPORT: POSSIBLE DRUG INTERACTION BETWEEN VORICONAZOLE AND 
GLIPIZIDE 


s 


28-MAR-01 


RESPONSE TO QUERY 015: SUMMARY OF THE INVESTIGATIONS INTO POSSIBLE 
CAUSATIVE FACTORS RELATED TO THE TWO OCCURANCES OF ANAPHYLACTOID 

■ D T7 A f^TlfWX TXI CTT TF\V A 1 Cfll ft') 1 


s 


28-MAR-01 


RESPONSE TO QUERY 020: LIST OF PATIENTS WHO WERE INCLUDED IN THE PER- 

DDHTnrni axtai vctc axtf\ ci tc/^cdtttjit itv hata Ttr a\/att aqt c 
rKU 1 UtUL AINAbYolo AINU oUittr 1 lolbl 1 Y IJA 1 A lr A VAlbArsbb 


s 


29-MAR-01 


PRE-MEETING PACKAGE FOR TELECON ON QT 


s 


29-MAR-01 


RESPONSE TO QUERY 016: WORD COPIES OF PROTOCOL 150-603; STUDY REPORT 150- 
OUj 1 bo 1 UlNL Y ; 1JN 1 bUKA 1 fcu o 1 UJJlbo 1 bA 1 UNL Y 


s 


29-MAR-01 


RESPONSE TO QUERY 018: TIMETABLE FOR SUBMISSION OF SUPPLEMENTAL 
INr URMA 1 1UN 


s 


1 A \A AD A 1 

JU-MAK-U1 


KborUINob lU QUbKY U14: rbUlAlKIC br lDbMIULUCjY DAI A 

\ 


s 


AO A DD A 1 


CACCTV DCDADT. DACCIDI C HDIir FXITCD A PTIAM DCTU/CCM IfADir'AM A 7AT C A XI r\ 

bAr b 1 Y KbrUK 1 : rUbblBbb DKUU IN 1 bKAC I ION Bb 1 WbbN VUKICUN AZUbb AND 
GATIFLOXACIN (TEQUTN) 


s 


AT ADD A1 

UZ-ArK-U 1 


oArtl I KlirUKl. rUoiMtSLb JJKUO llN 1 cKAL 1 HJIN DblWbblN VUKlCUJNA£v/Lb AINJJ 

GATIFLOXACIN (TEQUIN) 


M 


02-APR-01 


OPDRA RECOMMENDS AGAINST VFEND AS TRADENAME 


s 


03-APR-01 


PATIENT PROFILES FOR STUDY 603 


s 


04-APR-01 


PRE-MEETING CORRESPONDENCE RE A 150 1021 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 





MM 




M 


04-APR-01 


TELECON: QT STUDY AND TIMING OF SUBMISSION OF COMBINED ASPERGILLOSIS 
DATA 


S 


06-APR-01 


FINAL REPORTS A1501014 AND A1501015 


S 


09-APR-01 


RESPONSE TO QUERY 025: DRAFT DATA ON MORTALITY AND PRIMARY ANALYSIS 
DESCRIBED IN UMBRELLA PROTOCOL 307/602 


S 


ll-APR-01 


MONTHLY REPORT 


S 


12-APR-OI 


SAFETY REPORT: POSSIBLE DRUG INTERACTION BETWEEN VORI AND VENLAFAXINE 


S 


12-APR-01 


PROTOCOL 608 AMENDMENT 


S 


16-APR-01 


STUDY REPORTS: A1501007, A1501011, A1501016 


R 


16-APR-01 


FDA MINUTES OF 2/5/01 TELECON ON INFUSION-RELATED REACTIONS 


S 


01-MAY-01 


PRE-MEETING PACKAGE FOR 5/3 TELECON ON REGULATORY ISSUES 


s 


01-MAY-01 


MONTHLY REPORT 


s 


02-MAY-01 


RESPONSE TO QUERY 028: CRFS/PIDS 


s 


02-MAY-01 


PRE-TELECON PACKAGE: INFUSION-RELATED REACTIONS IN QT STUDY 1027 
(REPLACEMENT STUDY FOR 1021) 


M 


03-MAY-01 


TELECON: QTc STUDY, NDA REVIEW, OTHER TOPICS 


s 


08-MAY-01 


SAFETY REPORT: FOLLOW UP TO THE APRIL 12, 2001 SAFETY REPORT 


s 


10-MAY-01 


CD-ROM CONTAINING TABLES, FIGURES AND DATASETS FROM THE UMBRELLA 
ANALYSIS - PROMISED IN THE 4/9/01 SUBMISSION 


s 


I5-MAY-01 


RESPONSE TO QUERY 034: CASE REPORT FORMS FOR SEVEN PATIENTS WITH 
INFECTIONS DUE TO RARE FUNGAL PATHOGENS 


M 


15-MAY-01 


TELECON: INSPECTION OF RINGASKIDDY MANUFACTURING SITE 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 



■ 






s 


16-MAY-01 


RESP: 150-1004 


s 


16-MAY-01 


RESPONSE TO QUERY 033: ELECTRONIC COPY OF MAY 25,2001 MEETING 
INFORMATION 


s 


17-MAY-01 


MONTHLY REPORT 


s 


17-MAY-01 


RESPONSE TO QUERY 031 : ABSTRACT ABOUT THE UMBRELLA ASPERGILLOSIS TRIAL 
PREPARED FOR THE SEPTEMBER ICAAC MEETING 


s 


17-MAY-01 


RESPONSE TO QUERY 036: DATABASE CLOSURE DATES 


s 


18-MAY-01 


PRE-MEETING CORRESPONDENCE: AGbNDA/AI IbNDbbS 


s 


18-MAY-OI 


ARCHIVE COPY OF STUDY REPORT SYNOPSIS 150-1004 


s 


18-MAY-01 


RESPONSE TO QUERY 037: EMPIRICAL THERAPY PROTOCOL (603) INFORMATION 


R 


22-MAY-01 


REQUEST FOR QT DATA FOR 5/25 MEETING 


M 


25-MAY-01 


MEETING: CARDIAC SAFETY AND ASPERGILLOSIS DATA 


s 


31-MAY-01 


CD ROM CONTAINING INFORMATION REGARDNG PATIENTS WITH FUNGAL 
INFECTIONS DUE TO RARE PATHOGENS 


S 


04-JUN-01 


MANUSCRIPT REPORTING THE RESULTS OF STUDY 150-305 


s 


04-JUN-01 


CD ROM CONTAINING A LIST OF PATIENTS WITH FUNGAL INFECTIONS DUE TO RARE 
PATHOGENS WHO HAVE CULTURE REPORTS 


K 


f\A AC r\n f\o 

JUN-01 


HI 1CCTTAMC CDAX* X/DHIP A T T> C\/IC117CD 

QUbb 1 HJMb rKUM MbDlUAL KbvlbWbK 


s 


05-JUN-01 


PROTOCOL 1010 AMENDMENT 


s 


05-JUN-01 


FOLLOW-UP TO RESPONSE OF 05/3 1/01 - CD ROM CONTAINING ADDITIONAL 
INFORMATION REGARDING PRIOR ANTIFUNGAL THERAPY 


s 


07-JUN-01 


RESPONSE TO QUERY 041 : SUBJECTS WITH MISSING GLOBAL OR MYCOLOGICAL 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 



□ 






■ 




o cctirwiccc 
RcorUNabb 


s 


12-JUN-OI 


TABLE OF CONTENTS FOR JUNE 2001 NDA AMENDMENT; DETAILS OF AMENDMENT 


R 


12-JUN-01 


REQUEST FROM BIOPHARM REVIEWER 


S 


12-JUN-OI 


RESPONSE TO QUERY 044: PROVIDED MISSING DATA TO COMPLETE TABLES OF 
EVALUABLE ISOLATES AND EVALUABLE SUBJECTS AND OUTCOME IN EVALUABLE 
ISOLATES AND EVALUABLE SUBJECTS 


M 


12-JUNE-01 


TELECON: TIMEFRAME FOR RESPONSE TO FDA QUERIES; NAMES OF DIRECT PFIZER 

/"'/""WIT A /" V T , 0 

CONTAC I S 


S 


13-JUN-01 


MONTHLY REPORT 


R 


i/i it rvr ai 


DCAFTCCT UAD p\/p r"\ A T A . AT IDCTTAXTC CDAM N/fCrM/^AT D C\/TC\UCD 

Kbl^UbM rUR LML UAIA, QUbMliJlNis rKUM MhDlCAL KtvlbWcK 


M 


14-JUN-01 


TELECON: VFEND AS TRADENAME 


R 


i f tt TXT A 1 

1 5— J UN -01 


r> C/"\I ircT IT/~\r> r\j \ HTD r\TCCAI I ITIAM P\ A T A 

KbQUco 1 rOR IN VI 1 RO DlboOLU 1 ION DA 1 A 


S 


19-JUN-01 


RESPONSE.TO QUERY 045: DEMOGRAPHICS TABLE 

TV 


M 


19-JUN-01 


TELECON: DISSOLUTION DATA 


S 


21-JUN-01 


NDA AMENDMENT: STUDY REPORTS FOR 307/602 (ASPERGILLOSIS UMBRELLA 
ANALYSIS) / CLIN PHARM STUDIES A 150 1004, Al 50101 1, A 150 1024 / ISS UPDATE / 
REVISED USPI 


S 


21-JUN-01 


RESPONSE TO RESPONSE TO FDA REQUEST FOR INFORMATION - 603 PUBLICATION 


S 


21-JUN-01 


RESPONSE TO QUERY 032 NUMBER OF SUBJECTS IN PROTOCOL 307/602, BY SITE 


R 


25-JUN-01 


LOCATION OF ADVISORY COMMITTEE MEETING 


R 


25-JUN-01 


REQUEST FOR DISSOLUTION TESTING 


R 


26-JUN-01 


QUERIES FROM MEDICAL AND BIOSTATS REVIEWERS 


S 


27-JUN-01 


GENERAL CORRESPONDENCE: TRADENAME VFEND AND BACKUP AZAVOR 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 









S 


27-JUN-01 


KfcbrUNbb 1U QUbKY U4o rULL DlooULU 1 1UN rKUriLbo rUK VUK1 rUKMULA 1 lUNa 
N61 17 AND N8175 IN PH 4.5 AND PH 6.8 BUFFERS 


R 


28-JUN-OI 


DbADLlINbo rUK AD VlaUKY LUMMl 1 1 bb Mbb 1 1INU BRlbr INU DUCUMbfN 1 


S 


28-JUN-01 


RESPONSE TO QUERY 056 TABULATED DATA ON CLINICAL TRIAL LOTS AND 
STABILITY BATCHES 


R 


29-JUN-01 


FDA FAX: PREPARATION FOR THE UPCOMING ANTIVIRAL DRUGS ADVISORY 
COMMITTEE ON OCTOBER 4 2001 


S 


29-JUN-01 


RESPONSE TO QUERY 053/054: CD-ROM CONTAINING REQUESTED DATASETS AND 
HARD COPY BRIEF CASE SYNOPSES OF NINE NEW SUBJECTS IN STUDIES 150-309/604 


R 


06-JUL-01 


rn a r? a v. r> r/~M icct r?/~\r> i a r> i r?i/^ a TT/'Yk.T /"\xt i c\a r^v a T a cctc 
rL)A rAX: KbQUbb 1 rUK CLAKlrlCA 11UN UN JU4 L)A 1 Aobl i> 


S 


09-JUL-01 


RESPONSE TO QUERY 065: ELECTRONIC SECTION OF 13 OF 307/602 STUDY REPORI; 
EXACT ABSOLUTE NEUTROPHIL COUNTS FOR EACH PATIENT IN 307/602; 
CLARIFICATION OF THE STANDARDIZATION AND NORMALIZATION PROCESS FOR 

TAD TCCT \7 A T T ICC 

LAB Ibol VALUbd 


S 


I0-JUL-0I 


MONTHLY REPORT 


S 


13-JUL-01 


SAFETY REPORT: POSSIBLE INTERACTION BETWEEN VORICONAZOLE AND CODEINE 


S 


13-JUL-01 


RESPONSE TO QUERY 066: CLARIFICATION ON VARIABLES AND LABELS IN STUDY 

1 A A T\ A HP A O CTC" 

304 DATASETS 


S 


16-JUL-01 


RESPONSE TO QUERY 069 - LIVER BIOPSY REPORT FOR PATIENT 304 0025 0736 


s 


17-JUL-01 


RESPONSE TO QUERY 067: STUDY 1024 


s 


18-JUL-01 


rULLUW-Ur 1U KborUINob ID ^UtKY UOO. VAKlArJLb INAIVlbo AINU LUKKtL 1 
DATASETS 


s 


19-JUL-01 


RESPONSE TO QUERY 070: REQUEST FOR MEASURING ITRACONAZOLE LEVELS IN 
PARACOCCI STUDY 


s 


20-JUL-01 


PROPOSED PEDIATRIC STUDY REQUEST 


s 


20-JUL-01 


RESPONSE TO QUERY 066: FOLLOW-UP WITH SPREADSHEET IDENTIFYING 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 



□ 


MM 




■ 




V^LAivLrll^A I lUrNo AINU ^UKJvDV^ 1 IVJlNo 1 \J Di\ 1 A5D 1 o 


S 


24-JUL-01 


PROTOCOL 150-606 AMENDMENT 


S 


24-JUL-01 


RESPONSE TO QUERY 067: FOLLOW UP A1501024 BIODYNAMICS AND ABC 

AfN AL Y 1 AL Kilr UK 1 o 


S 


24-JUL-01 


RESPONSE TO QUERY 073: SUSCEPTIBILITY DATA FOR PTS IN ALLMO DATASET 


s 


24-JUL-01 


RESPONSE TO QUERY 074: DATA LISTINGS FOR 307/602 


s 


25-JUL-01 


RESPONSE TO QUERY 072: REGARDING EXPERT ASSESSMENTS FOR 307,307/602 


s 


30-JUL-01 


IMPORT NOTIFICATION 


s 


31-JUL-01 


^RESPONSE TO QUERY 075: REGARDING VORICONAZOLE DRUG SUBSTANCE AND 

VUKlUUINAZAJ.Lii JJKUvj rKvJUUCl ^IAdLiiI ) 


s 


01-AUG-01 


MONTHLY REPORT 


s 


08-AUG-01 


TRADENAME SUPPORT 


s 


10-AUG-01 


DRAFT BRIEFING DOCUMENT FOR ADVISORY COMMITTEE MTG (REQUEST FOR 
KbvlcW ) 


s 


13-AUG-01 


SAFETY REPORT: RIGHT BUNDLE BRANCH BLOCK 


s 


22-AUG-01 


RESPONSE TO QUERY 089: CD-ROM CONTAINING INVASIVE CANDIDIASIS AND 
p<:riPWAnp at PAMniniA^TQ hataqptq 

CowrnAUCnL V_,ArNL/lUlAolo Un 1 AjC 1 o 


s 


22-AUG-01 


RESPONSE TO QUERY 092: OLAT DOSE AND DURATION FOR SUBJECTS RANDOMIZED 
TO AMPHOTERICIN B REGIMEN 


s 


24-AUG-01 


MONTHLY REPORT 


R 


24-AUG-01 


FDA FAX: RECOMMENDATIONS TO THE SPONSOR'S ADVISORY COMMITTEE 
BRIEFING DOCUMENT 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 



1 








24-AUG-01 


RESPONSE TO FDA QUERY 081/082: LIVER DATA TABLES; UPDATED TABLE 4 FROM 
ORIG NDA ISS SECTION 1 LI ;LI VER BIOPSY INFO; RASH BIPOSY INFO 


S 


27-AUG-01 


CMC - VORI TABLET DEBOSSING CHANGES 


s 


30-AUG-01 


UPDATED DATASETS 


s 


31-AUG-01 


FINAL BRIEFING DOCUMENT FOR ANTIVIRAL ADVISORY COMMITTEE MEETING 10/4 


s 


31-AUG-01 


RESPONSE TO QUERY 097: CD-ROM CONTAINING DATA FOR MITT POPULATION IN 
STUDIES 150-602/307 


s 


31-AUG-01 


RESPONSE TO QUERY 099: CONTAINING UPDATED STABILITY DATA FROM THE 
RECENT CHECKPOINTS OF THE STABILITY REGISTRATION PROGRAM 


s 


04-SEP-01 


RESPONSE TO QUERY 081/082 FOLLOW UP: ADDITIONAL DATA ON THE ADVERSE 
EVENTS WHICH CODED TO RASH. 


s 


04-SEP-01 ' : ;- 


t RESPONSE TO QUERY 086: LIVER TEST DATA BROKEN OUT BY STUDY 


s 


05-SEP-01 


RESPONSE TO QUERY 096: MIC DATA FOR PATIENT 608 50650044 


s 


05-SEP-01 


RESPONSE TO QUERY 100: CD-ROM CONTAINING REQUESTED DATA ON 22 NEW 
PATIENTS FROM RECENTLY COMPLETED RARE/REFACTORY STUDIES 309 AND 604 


s 


05-SEP-01 


RESPONSE TO QUERY 102: TOTAL ENROLLMENT BY CENTER AND THE ENROLLMENT 
NUMBERS IN SPECIFIC SUBPOPULATIONS BY CENTER IN STUDY 150-603 


s 


05-SEP-01 


RESPONSE TO QUERY 106: CD-ROM CONTAINING DATASET FOR ADDITIONAL DATA 
FOR PATIENTS IN STUDY 150-603 


s 


05-SEP-01 


RESPONSE TO QUERY 107: CD-ROM CONTAINING DATASETS 


s 


06-SEP-01 


RESPONSE TO QUERY 094: SUMMARY SUPPORTING THE USE OF VORICONAZOLE FOR 
THE TREATMENT OF PATIENTS WITH INVASIVE CANDIDA INFECTIONS WHO ARE 
REFRACTORY TO OTHER THERAPY 


s 


07-SEP-01 


QT DUE DILIGENCE REPORT 


s 


07-SEP-01 


RESPONSE TO QUERY 104: CD-ROM CONTAINING CRFS AND DATASETS 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 



1 

■ 












s 


13-SEP-01 


RESPONSE TO QUERY: ALL PEDIATRIC DATA 


R 


14-SEP-01 


FDA FAX - FDA BACKGROUND PACKAGE FOR ADVISORY COMMITTEE 


S 


19-SEP-01 


RESPONSE TO QUERY 105: DATA TABLES AND GRAPHS WHICH SHOW THE MIC DATA 
FOR THE MITT POPULATION 


S 


19-SEP-01 


RESPONSE TO QUERY 108: DATA ON FLUCONAZOLE RESISTANT FUNGAL STRAINS 
AND FLUCONAZOLE SUSCEPTIBLE FUNGAL STRAINS 


S 


19-SEP-01 


RESPONSE TO QUERY 110: HEPATIC EXPERT PANEL MEETING MINUTES; INDIVIDUAL 
PATIENT DETAILS FOR THE CASES DISCUSSED 


S 


19-SEP-01 


RESPONSE TO QUERY 111: AVAILABLE DATA ON NINE PATIENTS GIVEN VORI EITHER 
AS EYE DROPS, INTRA VITREALLY, OR FOR SINUS IRRIGATION 


S 


20-SEP-01 


MONTHLY REPORT 


s 


26-SEP-01 


ANNUAL REPORT V 


s 


26-SEP-01 


RESPONSE TO QUERY 1 14: CONTAINING CIOMS REPORT FOR PT 1025-2297-1; CD-ROM 
CONTAINING CRFS 


s 


26-SEP-01 


RESPONSE TO QUERY 117: CD-ROM CONTAINING DATASETS INCLUDED IN A 16-APR- 
01 SUBMISSION 


s 


27-SEP-01 


RESPONSE TO QUERY 112: CONTAINING MIC AND MFC DATA FOR STUDIES 602 AND 
604 


M 


28-SEP-01 


PRE-ADVISORY COMMITTEE MEETING 


s 


02-OCT-01 


RESPONSE TO QUERY 118: CONTAINING 603 DEATH NARRATIVES 


s 


03-OCT-OI 


RESPONSE TO QUERY 113: CD-ROM CONTAINING PEDIATRIC DATA 


M 


04-OCT-01 


PRESENTATION TO ANTIVIRAL ADVISORY COMMITTEE: ASPERGILLOSIS AND 
EMPIRICAL THERAPY 


M 


12-OCT-01 


TELECON: REQUEST FOR MEETING ON TRADENAME 

FDA REQUESTS FOR DATA ON PATIENT WITH HEPATIC REACTION / STUDIES USING IV 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND* (VORICONAZOLE) TABLETS 













SUPPLIES FROM CATALYTICA 


S 


15-OCT-01 


SAFETY REPORT: POSSIBLE DRUG INTERACTION BETWEEN VORICONAZOLE AND 
RIFAMYCIN 


R 


16-OCT-01 


FDA FAX: DIVISION'S COMMENTS ON PROTOCOL 150-606 


M 


16-OCT-01 


TELECON: DIVISION'S APPROVAL OF VFEND TRADENAME; TARGET ACTION DATE 
11/16/01 


S 


17-OCT-01 


LETTER CONFIRMING APPROVAL OF TRADENAME (AS DISCUSSED DURING 10/16 
TELECON) 


S 


18-OCT-01 


MONTHLY REPORT 


S 


23-OCT-01 


BUTANE SULTONE (COMMENTS FROM EUROPEAN REGULATORS) 


S 


23-OCT-01 


REVISED PROPOSED USPI 


S 


23-OCT-01 


RESPONSE TO QUERY 120: ADDITIONAL INFORMATION AVAILABLE REGARDING 
PATIENT 309 0137 1401 


S 


23-OCT-Oi 


RESPONSE TO QUERY 123: INDIVIDUAL TABLET DATA 


S 


24-OCT-01 


RESPONSE TO QUERY 125: CMC INFORMATION REQUESTED IN 10/17 FAX FROM FDA 


S 


23-OCT-OI 


REVISED PROPOSED LABEL (CHANGES FROM DISCUSSION DURING ADVISORY 
COMMITTEE MEETING) 




30-OCT-01 


bArblY KbrUKl: rUoMbbb DKUU UN 1 bKACl 1UIN be 1 WbblN VUKlCUiNAZULb AINU 
CYCLOSPORINE AND/OR BROTIZOLAM 


s 


31-OCT-01 


RESPONSE TO QUERY 121: CD-ROM CONTAINING INDIVIDUAL ESTIMATES OF 
ABSOLUTE BIOAVAILABILITY OF VORICONAZOLE 


s 


05-NOV-01 


SAFETY REPORT: DEATH DUE TO PANCREATITIS AND RENAL DYSFUNCTION 


s 


05-NOV-01 


RESPONSE TO QUERY 113: FOLLOW-UP PAPER AND CD-ROM CONTAINING VISUAL 
SAFETY, LABORATORY TESTS, AND ADVERSE EVENTS IN THE PEDIATRIC 
POPULATION AND CRFS 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 



■ 

■ 






s 


05-NOV-01 


SAFETY REPORT: DEATH DUE TO PANCREATITIS AND RENAL DYSFUNCTION 


M 


07, 08, 09- 
JNUV-U1 


USER FEE GOALS AND ACTION DATES 


S 


08-NOV-Ol 


RESPONSE TO QUERY 125: FOLLOW-UP CONTAINING PROPOSED CHANGES TO THE 
LABbL REGARDING IHb RbCOMMbNDbD RANGb Oh DILUbN 1 VOLUMb lO Bb USbD 


s 


09-NOV-Ol 


BACKUP SLIDES SHOWN AT ADVISORY COMMITTEE MEETING 


s 


14-NOV-Ol 


MONTHLY REPORT 


s 


14-NOV-Ol 


BRIEFING DOCUMENT ERRATA 


s 


20-NOV-0I 


RESPONSE TO QUERY 121 : FOLLOW-UP CONTAINING REQUESTED DATA IN A SAS 
TRANSPORT FILE 


s 


28-NOV-Ol 


RESPONSE TO QUERY 128: CD CONTAINING DATA FOR PEDIATRIC PATIENTS 


R 


16-NOV-Ol 


USER FEE GOAL DATE REGARDING MAJOR AMENDMENTSUBMITTED 13-NOV-2001 
NEW USER rbb OOAL DA lb: DbCbMBbR 17, 2001 


s 


30-NOV-Ol 


RESPONSE TO QUERY 120: FOLLOW-UP CONTAINING INFORMATION FROM AN 
INDEPENDENT HEPATOLOGIST ON LIVER BIOPSY SLIDES OF PATIENT 309 1371407 


s 


03-DEC-Ol 


SAFETY REPORT: FOLLOW-UP FOR OCTOBER 30, 2001 SAFETY REPORT 


M 


04-DEC-Ol 


TELECON: DRAFT WRITTEN REQUEST TO BE PRESENTED TO PEDIATRIC 
IMPLbMbNAIION IbAM 


c 
o 




ML/IN InLY KJir UK I 


M 


07-DEC-01 


TELECON: PRECLINICAL SECTIONS OF LABEL 


S 


10-DEC-Ol 


RESPONSE TO QUERY 120: LIVER BIOPSY SLIDES ON CD 


s 


10-DEC-01 


RESPONSE TO QUERY 129: MARKETING APPLICATIONS SUBMITTED WORLDWIDE 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 
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PERIOD FOR VFEND* (VORICONAZOLE) TABLETS 















s 


ll-DEC-01 


FINAL STUDY REPORT A 150 1024 (RIFABUTIN INTERACTION) 


M 


ll-DEC-01 


ACTION LETTERS TO BE SENT BY FDA 


R 


17-DEC-01 


APPROVABLE LETTER FOR INFECTIONS DUE TO ASPERGILLUS AND SCEDOSPORIUM 
AND FUSARIUM SPECIES 

APPROVABLE LETTER FOR ESOPHAGEAL CANDIDIASIS 
(FDA assigned temporary NDA numbers 21-464 and 21-466) 

NON-APPROVABLE LETTER FOR EMPIRICAL THERAPY 
(FDA assigned temporary NDA numbers 21-465 and 21-467) 

FDA COMMENTS ON LABEL 


S 


17-DEC-01 


PROPOSED CHANGE IN VALIDATION PLAN FOR ORAL TABLETS (letter to District Office) 


S 


17-DEC-01 


PROPOSED DOSES FOR QTC STUDY USING ORAL VFEND 


S 


19-DEC-01 


PFIZER COMMENTS ON DRAFT WRITTEN REQUEST 


s 


20-DEC-01 


MONTHLY LETTER 


R 


21-DEC-01 


FDA FAX: FORMAL WRITTEN REQUEST FOR PEDIATRIC STUDIES 


S 


21-DEC-01 


RESPONSE TO DECEMBER 17, 2001 ACTION LETTERS - REQUEST FOR MEETING (FDA 
ASSIGNED TEMPORARY NDA NUMBERS 21-464/21-466) 


S 


26-DEC-02 


APPROVAL FROM DISTRICT OFFICE OF PROPOSED CHANGE IN VALIDATION PLAN 
FOR ORAL TABLETS 


R 


02-JAN-02 


FDA REPLY TO REQUEST TO MODIFY ORIGINALLY PRESENTED VALIDATION PLAN 
FOR VFEND (VORICONAZOLE) TABLETS 


S 


ll-JAN-02 


MONTHLY REPORT 


S 


ll-JAN-02 


LETTER TO DISTRICT OFFICE CONFIRMING RECEIPT OF APPROVAL OF THE 
CONCURRENT VALIDATION APPROACH FOR THE 50 MG TABLETS; AGREEMENT TO 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 



u 




{QQJluSuimMs o 


■ 




NOTIFY FDA PRIOR TO MARKETING 


S 


14-JAN-02 


DRAFT PROTOCOL A1501041 


R 


16-JAN-02 


FDA FAX: COMMENTS REGARDING QTC STUDY 


S 


22-JAN-02 


CMC AMENDMENT: AMENDED DFM 80120a 


S 


28-JAN-02 


CMC AMENDMENT 


s 


31-JAN-02 


REQUEST FOR EXTENSION OF DEFERRAL FOR PEDIATRIC DATA 


s 


01-FEB-02 


MONTHLY REPORT 


s 


19-FEB-02 


SAFETY REPORT: HEMORRHAGIC COLITIS, ENTEROCOLITIS, SEPTIC SHOCK 


s 


21-FEB-02 


PRE-MEETING CORRESPONDENCE: INDICATIONS TO BE INCLUDED IN LABEL 


s 


22-FEB-02 


MONTHLY REPORT 


s 


25-FEB-02 


PRE-MEETING CORRESPONDENCE: PROPOSED REVISIONS TO LABEL 


s 


25-FEB-02 


FINAL PROTOCOL A 150 1041 


s 


28-FEB-02 


PRE-MEEIING CORRESPONDENCE: SLIDES PRESENTATION rOR FDA MbblING 
MARCH 4 2002 


M 


04-MAR-02 


TELECON: INDICATIONS SECTION OF THE LABEL 


R 


13-MAR-02 


FDA FAX: COMMENTS ON CLIN PHARM SECTION OF LABEL - FOR TELECON ON 
3/14/02 


S 


14-MAR-02 


SAFETY REPORT: POSSIBLE TORSADES DE POINTES 


M 


14-MAR-02 


TELECON: LABELING DISCUSSION (CLIN PHARM SECTION) 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 









S 


-11 \/f AD AO 

Z 1 -MAK-UZ 


\ 4 Pi XT T LI I V DCDHDT 


s 


\A A D m 

ZO-MAK-U2 


XTr* a r>trci ro\ jtio ot/*yk.t. /^^~\\ xni etc dccdhxtcc T/"\ a ddda\/ a dt c t cttcd 
INDA KbbUJoMlbMUIN: LUMrLDlb KbbrUNob iU ArFKUVArSLb Lbl IbK 


R 


lO \ A A T> AT 

Zo-MAK-Uz 


bAlbNMON Or DbrbKKAL DA lb 1U Iz/Jl/UirUK rbUlAlKIC UKAL rUKMULA 1 1UJN 


s 


05-APR-02 


NDA TRANSFER NOTIFICATION - OWNERSHIP TO CPPI 


s 


08-APR-02 


CPPI NDA TRANSFER OF NOTIFICATION, RIGHT OF IND REFERENCE 


s 


16-APR-02 


MONTHLY REPORT 


s 


19-APR-02 


PROTOCOL A 1501 010 AMENDMENT 


s 


19-APR-02 


PROPOSED CHANGES IN WRITTEN REQUEST FOR PEDIATRIC STUDIES 


s 


24-APR-02 


SAFETY REPORT: DYSTHROIDEA 


R 


29-APR-02 


FDA LETTER: NOTIFICATION OF CLINICAL TRIALS DATA BANK AVAILABILITY TO 
PUBLIC 


R 


29-APR-02 


FDA FAX: LABELING COMMENTS 


R 


29-APR-02 


FDA LETTER: ACKNOWLEDGEMENT OF 26-MAR-02 NDA RESUBMISSION 
USER FEE GOAL DATE 24-MAY-02 


S 


UZ-MA Y -UZ 


MUiN 1 rlL, Y KHrUK 1 


S 


02-MAY-02 


RESPONSE: QUERY 132: PK DATASET FOR ADOLESCENT TO ADULT COMPARISON 


s 


03-MAY-02 


SAFETY REPORT: POSSIBLE DRUG INTERACTION BETWEEN SIMVASTATIN AND 
VORICONAZOLE 


R 


03-MAY-02 


FDA FAX: LABELING COMMENTS 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT ACTIVITIES DURING THE REGULATORY REVIEW 

PERIOD FOR VFEND® (VORICONAZOLE) TABLETS 





M 


03, 06, 14, 15- 
MAY-02 


TTTT r?/~ , /~\XT C TY"\ rvlOPI TOO I A OCT TXT/'" 1 

lhLbCONS I O DISCUSS LABELING 


R 


1 ft AAA "V7 

1 0-M A Y-02 


FDA FAX: LABELING COMMENTS 


S 


21-MAY-02 


PROPOSED US PACKAGE INSERT 


c 
o 


zo-IVlAY -Uz 


pv a TCC U/^kD DU A Ct? /I CTT TTMCC /DCD en A DCAF TCCX- TH D C TTVTf^f T IP\CPt I M A DDDHV A T 

DA liio rUK rriAob 4 51 UDlco (rbK rDA Ivbv^Ucii 1, 1U bt IJNLXUDcJJ 1IN ArrKUVAL 
LETTER) 


S 


23-MAY-02 


PROPOSED US PACKAGE INSERT (FINAL CHANGES) 


S 


24-MAY-02 


INVESTIGATOR'S BROCHURE (MAY-02) 


s 


24-MAY-02 


MONTHLY REPORT ' 


R 


24-MAY-02 


APPROVAL LETTER AND AGREED LABEL FOR VFEND TABLETS AND I.V. 



S = Submission to FDA 
R = Received from FDA 

M= Meeting with FDA (in person or teleconference) 



